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Cohort Selection 





DO NOT USE THE OPTIONS STAGE | NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, 
STAGE 3 option is equivalent to PHASE 2/3. 


1. | Select appropriate response - 24 JUL 2020 
Protocol version 

2. | Select appropriate response - What | STAGE 3 COHORTS 
cohort does the subject belong to? 
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Informed Consent 


1. | Consent Was: OBTAINED 


Date Written Consent Obtained 
Aug/14/2020 





Page 2 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045141 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: COHORT_SELECTION Form: DEMOGRAPHY 

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 














Demography 

} 1. | Subject ID [10061040] 

| 2. | Birth Date: (6)(6) /1994 

3. | Sex: FEMALE 

} 4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN 
|. | Race: (Check X all that apply): WHITE 

| 6. | Racial Designation: 
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Date of Visit 
1. | Date of Visit Aug/14/2020 
2. | Erroneous Visit 
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Form Comments 


Inclusion Criteria Not Met 


Description of Inclusion Criterion | Not Applicable 















































Not Met 
Exclusion Criteria Met 
2. Description of Exclusion Criterion | Not Applicable 
Met 
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Disposition - Screening 


1. | Date of Completion/Discontinuation | Aug/14/2020 
/Death 


2. | Phase of Disposition: SCREENING 
3. | Status: COMPLETED 
4. | Specify Status: [] 
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Form: GENERAL MEDICAL HISTORY 

Form Status: Data Complete, Frozen, Verified 
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Medical History Details 














Line/MH Number: [1] 
Disease/Syndrome/Surgery [Migraine headaches] 
/Non-Drug Allergies/Drug 

Allergies: 

Start Date: Aug/30/2016 
Ongoing: YES 





1 Line/MH Number: 





[2] 





Disease/Syndrome/Surgery 
/Non-Drug Allergies/Drug 


[BRCA1 CANCER GENE CARRIER] 








Allergies: 
Start Date: Nov/UNK/2018 
Ongoing: YES 











Lc Line/MH Number: 


Disease/Syndrome/Surgery 
/Non-Drug Allergies/Drug 


[3] 


[Intermittent muscle spasm neck and back] 





Allergies: 
Start Date: Aug/23/2019 
Ongoing: YES 





l.d Line/MH Number: 





[4] 





Disease/Syndrome/Surgery 
/Non-Drug Allergies/Drug 


[Disorder of trigeminal nerve] 








Allergies: 
Start Date: Aug/16/2019 
Ongoing: YES 











1 Line/MH Number: 


Disease/Syndrome/Surgery 
/Non-Drug Allergies/Drug 


[5] 


[Major depressive disorder] 














@ = Z 


Allergies: 
Start Date: Jul/13/2018 
Ongoing: YES 
Page 7 of 507 
** Confidential *** 


FDA-CBER-2021-5683-0045146 








090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: V1_DAY1_VAX1_L 

Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: GENERAL MEDICAL HISTORY 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 








Line/MH Number: 


[6] 





Disease/Syndrome/Surgery 
/Non-Drug Allergies/Drug 
Allergies: 


[dorsopathies occipito-atlanto-axial region] 





Start Date: 


Ongoing: 


Aug/16/2019 
YES 











Line/MH Number: 


Disease/Syndrome/Surgery 
/Non-Drug Allergies/Drug 


[7] 


[Intolerance Reglan] 








Allergies: 
Start Date: UNK/UNK/2016 
Ongoing: YES 


[8] 








[Obesity] 
/Non-Drug Allergies/Drug 
Allergies: 
Start Date: UNK/UNK/2018 
Ongoing: YES 











Line/MH Number: 


Disease/Syndrome/Surgery 
/Non-Drug Allergies/Drug 


[9] 


[Recurring tonsilitis] 











Allergies: 
Start Date: UNK/UNK/2018 
Ongoing: NO 
End Date: 
Dec/28/2020 


Lf 

l.g 

1. || Line/MH Number: 
Disease/Syndrome/Surgery 

Li 
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Vital Signs 
1. | Date: Aug/14/2020 
| 2. | Weight: [168.0] 
3. | Unit: LB 
| 4. | Height: [60.0] 
|. | Unit: in 
| 6. | Body Mass Index: [32.8] 
Vital Signs Details 


Record Identifier: 1 





Temperature: [97.9] 
Unit: F 














Temperature Location: ORAL CAVITY 
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Form: LAB URINALYSIS - PREGNANCY TEST 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
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Lab Urinalysis 

1. | Lab Panel: URINALYSIS 
| 2. | Lab Sub-Panel: PREGNANCY 
3. | Collection Date: Aug/14/2020 


4. | Laboratory Name and Address [STUDY SITE] 
(Derived) 


Di | Specimen Type: URINE 
Lab Result 





Sponsor ID: 


Test: 


[113] 
Choriogonadotropin Beta_PX113 





Result: 





Not Done: 





NEGATIVE 
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Disposition 

1. | Randomization Date : Aug/14/2020 
2. | Randomization Number: [50870] 

3. | Randomization Group: [] 
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Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type SERUM 





Sample Collected? 


Date of Collection: 
Aug/14/2020 


4. | If no sample was collected or [] 
sample was not collected according 





to protocol, please provide reason: 


Aliquot 


Please enter barcode for each aliquot 


5.4 || Sample ID [BHV2SP] 


5-b || Sample ID [BHV2SR] 


5-¢ || Sample ID [BHV2SS] 
-d |) Sample ID [BLZ8CH] 











Nn 

















5-€ |) Sample ID [BLZ8CJ] 
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Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type NASAL_SWAB 


Sample Collected? 


Date of Collection: 
Aug/14/2020 





4. | If no sample was collected or [] 
sample was not collected according 


to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5.4 || Sample ID [BHV2N7] 
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Vaccination 


| Was there a temporary delay of NO 

vaccination? 

| Treatment Name [BLINDED THERAPY] 
3. | Formulation: INJECTION 

| 4. | Dose Date Time: Aug/14/2020 18:17 

|. | Anatomical Location: DELTOID MUSCLE 

| 6. | Body Side: LEFT 

| Route: INTRAMUSCULAR 

| 8. | Actual Dose: [] 

|. | Unit: 

oS Timeframe Subject Was Observed |THE PROTOCOL SPECIFIED OBSERVATION PERIOD 


Was the subject observed for at least | YES 
the protocol specified observation 

period after investigational product 
administration? 














Page 14 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045153 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY 

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail History 











Reactogenicity Diary 


1. | Select appropriate response - YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT 
Reactogenicity diary collection 





Page 15 of 507 


*** Confidential *** 


FDA-CBER-2021-5683-0045154 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 

Visit: V2_VAX2_L Form: DATE OF VISIT 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 











Date of Visit 
1. | Date of Visit Sep/4/2020 
2. | Erroneous Visit 
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Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES 
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Vaccination Symptoms Diary - Symptom Resolved Dates 


eC 


Were medications to treat fever/pain 
given on the last day the Subject 
Diary was completed? 


2.4) symptom: 





NO 





FEVER 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


NO 








2.b Symptom: 

Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


FATIGUE 
NO 





2.c 


Symptom: 





HEADACHE 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


YES 
Ongoing? 
NO 


Stop Date: 
Aug/2 1/2020 





2d Symptom: 





CHILLS 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


NO 








2.€ || symptom: 


Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


VOMITING 
NO 





2f Symptom: 





DIARRHEA 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 
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NO 
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2.8 Symptom: 


Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


2.h Symptom: 


NEW OR WORSENED MUSCLE PAIN 
NO 





NEW OR WORSENED JOINT PAIN 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 








NO 








3. | Injection Site Location: DELTOID MUSCLE 
4. | Injection Site Body Side: LEFT 








Injection Site Reaction: 


Were injection site reactions 
present on the last day the Subject 
Diary was completed? 


REDNESS 
NO 





5.b Injection Site Reaction: 





SWELLING 





Were injection site reactions 
present on the last day the Subject 
Diary was completed? 


NO 











c 


Injection Site Reaction: 


Were injection site reactions 
present on the last day the Subject 
Diary was completed? 





3 2 Dd) 





PAIN AT INJECTION SITE 
NO 
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Vital Signs 
1. | Date: Sep/4/2020 
Vital Signs Details 


Record Identifier: 1 








Temperature: [98.2] 
Unit: F 














Temperature Location: ORAL CAVITY 
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Form: LAB URINALYSIS - PREGNANCY TEST 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
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Lab Urinalysis 

1. | Lab Panel: URINALYSIS 
| 2. | Lab Sub-Panel: PREGNANCY 
3. | Collection Date: Sep/4/2020 


4. | Laboratory Name and Address [STUDY SITE] 
(Derived) 


Di | Specimen Type: URINE 
Lab Result 





Sponsor ID: 


Test: 


[113] 
Choriogonadotropin Beta_PX113 





Result: 





Not Done: 





NEGATIVE 
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Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type NASAL_SWAB 


Sample Collected? 


Date of Collection: 
Sep/4/2020 





4. | If no sample was collected or [] 
sample was not collected according 


to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5.4 || Sample ID [BCT8GP] 
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Vaccination 


| Was there a temporary delay of NO 

vaccination? 

| Treatment Name [BLINDED THERAPY] 
3. | Formulation: INJECTION 

| 4. | Dose Date Time: Sep/4/2020 17:35 

|. | Anatomical Location: DELTOID MUSCLE 

| 6. | Body Side: LEFT 

| Route: INTRAMUSCULAR 

| 8. | Actual Dose: [] 

|. | Unit: 

oS Timeframe Subject Was Observed |THE PROTOCOL SPECIFIED OBSERVATION PERIOD 


Was the subject observed for at least | YES 
the protocol specified observation 

period after investigational product 
administration? 
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Date of Visit 
1. | Date of Visit Oct/2/2020 
2. | Erroneous Visit 
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Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
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Form Status: Data Complete, Locked, Frozen, Verified 
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Vaccination Symptoms Diary - Symptom Resolved Dates 


ee oC 


Were medications to treat fever/pain 
given on the last day the Subject 
Diary was completed? 


2.4) symptom: 





NO 





FEVER 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


NO 








2.b Symptom: 

Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


FATIGUE 
NO 





2.c 


Symptom: 





HEADACHE 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


NO 








2d Symptom: 

Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


CHILLS 
NO 





2.e 


Symptom: 





VOMITING 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


NO 








2f Symptom: 

Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 








DIARRHEA 
NO 
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2.8 Symptom: 


Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 


2.h Symptom: 


NEW OR WORSENED MUSCLE PAIN 
NO 





NEW OR WORSENED JOINT PAIN 





Were fever or systemic symptoms 
present on the last day the Subject 
Diary was completed? 








NO 








3. | Injection Site Location: DELTOID MUSCLE 
4. | Injection Site Body Side: LEFT 








Injection Site Reaction: 


Were injection site reactions 
present on the last day the Subject 
Diary was completed? 


REDNESS 
NO 





5.b Injection Site Reaction: 





SWELLING 





Were injection site reactions 
present on the last day the Subject 
Diary was completed? 


NO 











c 


Injection Site Reaction: 


Were injection site reactions 
present on the last day the Subject 
Diary was completed? 





3 2 Dd) 
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PAIN AT INJECTION SITE 
NO 
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Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type SERUM 


Sample Collected? 


Date of Collection: 
Oct/2/2020 





4. | If no sample was collected or [] 
sample was not collected according 
to protocol, please provide reason: 





5.a | Sample ID [BCT8B4] 
5.b | 
Sample ID [BJ7M5L] 








fo) 











5-¢ |) sample ID [BJ7MBM] 
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Date of Visit 

1. | Date of Visit Sep/23/2020 
| 2. | Erroneous Visit 

COVID-19 Illness Visit 

} 3. | COVID-19 Illness Visit: COVID_A 
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Signs and Symptoms 
1. | Date of Assessment: Sep/23/2020 
a Date of First Symptom Started: Sep/18/2020 


Symptoms Ongoing? 


See 





Date of Last Symptom Resolved: 
Sep/23/2020 


Symptoms 








Symptoms: FEVER 


Was symptom present? NO 











n~ 
io” 


Symptoms: NEW OR INCREASED COUGH 





Was symptom present? NO 








fo) 


Symptoms: NEW OR INCREASED SHORTNESS OF BREATH 








Was symptom present? NO 








rs 
a 


Symptoms: CHILLS 





Was symptom present? NO 








Symptoms: NEW OR INCREASED MUSCLE PAIN 


Was symptom present? NO 











KR 


Symptoms: NEW LOSS OF TASTE OR SMELL 








Was symptom present? NO 








n~ 


& || Symptoms: NEW OR INCREASED SORE THROAT 








Was symptom present? NO 








4h Symptoms: DIARRHEA 





Was symptom present? YES 








Symptoms: VOMITING 











Was symptom present? NO 
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[Symptoms-Other Other 


5. [[Sympoms-omertext Symptoms - Other Text: 
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Pages 
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Back to Form 
Form Comments 
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Microbiology Specimen 


1. | Actual Date of Collection: Not Done Comments 
>| Specimen Type: Not Done Comments 
a Specimen Collection Location: Not Done Comments 
+ Assay Code and Description: Not Done Comments 
| Device Type: Not Done Comments 
«| Trade Name: Not Done Comments 
| Test Result: Not Done Comments 


Comments/Findings/Details: Not Done Comments 

















9. | Trade Name Other, Specify: Not Done Comments 
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Electronic Sample Tracking 

ie] Data Origin SITE 

} 2. | Sample Type NASAL_SWAB_SELF 
Ea Sample Collected? 





If no sample was collected or [PI deemed swab not be collected] 
sample was not collected according 
to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5. Sample ID [] 
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Electronic Sample Tracking 

ie] Data Origin SITE 

} 2. | Sample Type NASAL_SWAB 
Ea Sample Collected? 





If no sample was collected or [PI deemed swab not necessary] 


sample was not collected according 
to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5. Sample ID [] 
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Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


1 








Physician or Healthcare SPECIALIST 
Professional: 
Occurrence of Visits or Contacts: | NO 





1.b 


Physician or Healthcare 
Professional: 


Occurrence of Visits or Contacts: 





EMERGENCY ROOM 


NO 





lic 


Physician or Healthcare 
Professional: 


Occurrence of Visits or Contacts: 





PRIMARY CARE PHYSICIAN 


NO 





d 


Physician or Healthcare 
Professional: 


Occurrence of Visits or Contacts: 





URGENT CARE 


NO 











le Physician or Healthcare 


Professional: 


Occurrence of Visits or Contacts: 


TELEPHONE CONSULTATION 


NO 











Lf 








Health Care Utilization Other 


Physician or Healthcare OTHER 
Professional: 
Occurrence of Visits or Contacts: | NO 








2. | Other Type of Practitioner Specify: |[] 


Health Care Utilization 





3. | Has the subject been hospitalized NO 
due to potential COVID-19 illness? 
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Back to Form 
Form Comments 
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Respiratory Treatment 








1. | What is the treatment Identifier? Not Applicable Comments 


[] 
2. |Concomitant Non-drug Treatment | Not Applicable Comments 
Pre-specified: ————————————————— OO 
3. | Treatment: Not Applicable Comments 


4. | Treatment: Not Applicable Comments 
[] 








5. | Start Date: Not Applicable Comments 
/ 
6. ee Not Applicable Comments 
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Iilness Details 
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS 


2. | Was a diagnosis obtained for NO 
Potential COVID-19 IIness? 


3. | Toxicity Grade: 2 Comments 
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IlIness Details 


[inssDewis ~=*~S~S«7TSté‘<;S72X; }PS*S*SSSS 
| Category of Clinical Event: Not Applicable Comments 
Be Subcategory of Clinical Event: Not Applicable Comments 
a Was a diagnosis obtained? Not Applicable Comments 
la Toxicity Grade: Not Applicable Comments 
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Back to Form 


Lab Chemistry Details 
1. | Lab Panel: 
} 2. | Laboratory Name and Address [] 
} 3. | Collection Date: // 
| 4. | Specimen Type: 

Lab Result 




















5. Sponsor ID: [] 

Test: 

Result: [] 

Not Done: 

LNMT Low 
[] 
High 
[] 
Unit 
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Back to Form 


Laboratory Data Hematology 
J. | Lab Panel: 
} 2. | Laboratory Name and Address [] 
} 3. | Collection Date: // 
| 4. | Specimen Type: 

Lab Result 




















5. Sponsor ID: [] 

Test: 

Result: [] 

Not Done: 

LNMT Low 
[] 
High 
[] 
Unit 
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Vital Signs 
1. | Date: // 
Vital Signs Details 























2. || Record Identifier: 
Systolic: [] 
Diastolic: [] 
Respiratory Rate in [] 
respirations/minute: 
Heart Rate in beats/minute: [] 
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Vital Signs 
1. | Date: H/ 
Vital Signs Details 





2. Record Identifier: 





SPO2 Pulse Oximetry % [] 
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Back to Form 


Oxygenation Parameters 
1. | Date Time of Assessment: // 


2. | Arterial Blood Gases PaO2 [] 
(mmHg): 


3. | FiO2 (Fraction of Inhaled Oxygen): | [ ] 
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Form Status: Not Started 
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Concomitant Medications 
1. | What is the medication identifier? [] 
2. | Category: 


3. | Concomitant Medications 
Pre-specified: 
4. 





Medication: [] 


Provide the complete generic drug 
name (including salt form, where 
applicable). Where generic name is 
unknown, enter the full trade or 
proprietary name. Include clarifying 
information in the Medication text 
(e.g., Ingredient(s), route, use, 
formulation). 


5, [start Date: // 
6. | Ongoing? 
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Visit: POT_COVID_ILL 1 - Unscheduled Visit 
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Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
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Back to Form 


Form: IMAGING 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Imaging 

1. | Date of Assessment: // 
2. | Location of Assessment: 

3. | Type of Imaging Exam: 

| 4. | Assessment: 
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eCRF Audit Trail Histor 








Date of Visit 

1. | Date of Visit Oct/12/2020 
| 2. | Erroneous Visit 

COVID-19 Illness Visit 

} 3. | COVID-19 Illness Visit: COVID_B 
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Signs and Symptoms 
1. | Date of Assessment: Oct/12/2020 
a Date of First Symptom Started: Sep/30/2020 


Symptoms Ongoing? 


Sis er 





Date of Last Symptom Resolved: 
Dec/28/2020 


Symptoms 








Symptoms: FEVER 


Was symptom present? NO 











os 
io” 


Symptoms: NEW OR INCREASED COUGH 





Was symptom present? NO 








fo) 


Symptoms: NEW OR INCREASED SHORTNESS OF BREATH 








Was symptom present? NO 








& 
Qa 


Symptoms: CHILLS 





Was symptom present? NO 








Symptoms: NEW OR INCREASED MUSCLE PAIN 


Was symptom present? NO 











& 


Symptoms: NEW LOSS OF TASTE OR SMELL 








Was symptom present? NO 











& 


& || Symptoms: NEW OR INCREASED SORE THROAT 





Was symptom present? YES 








4h Symptoms: DIARRHEA 





Was symptom present? YES 




















Symptoms: VOMITING 
Was symptom present? NO 
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[Symptoms-Other Other 


5. [[Sympoms-omertext Symptoms - Other Text: 
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Date of C | Specimen Ty | Specimen Collec er : Form Instan 
oO ollection ne Hon iocation Assay Code and Description Device Type a 
1. | Oct/3/202_ | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating 
0 ATERIAL xX ROME CORONAVIRUS 2 GNOSTIC TEST Pages 
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Back to Form 

eCRF Audit Trail Histor 

Form Audit Trail 





Microbiology Specimen 

ja. | Actual Date of Collection: Oct/3/2020 

} 2. | Specimen Type: SWABBED MATERIAL 

3. | Specimen Collection Location: NASOPHARYNX 

} 4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 

| s. | Device Type: SARS-COV-2 DIAGNOSTIC TEST 

| 6. | Trade Name: ABBOTT MOLECULAR REALTIME SARS-COV-2 ASSAY 
7. | Test Result: NEGATIVE 

| 8. | Comments/Findings/Details: [] 

|. | Trade Name Other, Specify: [] 
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Electronic Sample Tracking 
1. | Data Origin SITE 
— Type NASAL_SWAB_SELF 


Sample Collected? 


Date of Collection: 
Oct/12/2020 





4. | If no sample was collected or [] 
sample was not collected according 
to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5.4 || Sample ID [RW89374] 
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eCRF Audit Trail Histor 








Electronic Sample Tracking 

ie] Data Origin SITE 

} 2. | Sample Type NASAL_SWAB 
Ea Sample Collected? 





If no sample was collected or [Telehealth visit] 
sample was not collected according 
to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5. Sample ID [] 
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eCRF Audit Trail History 
Health Care Utilization 


Visit: POT_COVID_ILL 2 - Unscheduled Visit 


Form: HEALTH CARE UTILIZATION 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


1 








Physician or Healthcare SPECIALIST 
Professional: 
Occurrence of Visits or Contacts: | NO 





1.b 


Physician or Healthcare 
Professional: 


Occurrence of Visits or Contacts: 





EMERGENCY ROOM 


NO 





lic 


Physician or Healthcare 
Professional: 


Occurrence of Visits or Contacts: 





PRIMARY CARE PHYSICIAN 


YES 
Number of Visits or Contacts: 


(1) 











d 


Physician or Healthcare 
Professional: 


Occurrence of Visits or Contacts: 


URGENT CARE 


NO 











lie 


Physician or Healthcare 
Professional: 


TELEPHONE CONSULTATION 





Occurrence of Visits or Contacts: 


NO 








Lf 








Health Care Utilization Other 


Physician or Healthcare OTHER 
Professional: 
Occurrence of Visits or Contacts: | NO 








2. | Other Type of Practitioner Specify: |[] 


Health Care Utilization 





3. | Has the subject been hospitalized NO 
due to potential COVID-19 illness? 
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Form Instance 
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Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 


Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: RESPIRATORY TREATMENT 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Respiratory Treatment 
1. | What is the treatment Identifier? [] 


| Concomitant Non-drug Treatment 
Pre-specified: 

| 3. | Treatment: 

| 4. | Treatment: [] 
| s. | Start Date: // 
|. | Ongoing? 
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 











Illness Details 
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS 


2. | Was a diagnosis obtained for 
Potential COVID-19 Illness? oe Illness Diagnosis: 


[Strep throat] 





Date of Diagnosis: 
Oct/8/2020 


3 | Toxicity Grade: 2 
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Ee Category of Clinical Event —— Subcategory 2 Clinical Even | ae Obtaine | ae Grad on wuss Dictate 
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Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 


Form Version: 17-Jul-2020 21:55 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: ILLNESS DETAILS - SEVERE 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


IiIness Details 

hae Category of Clinical Event: 

} 2. | Subcategory of Clinical Event: 
| 3. | Was a diagnosis obtained? 

| 4. | Toxicity Grade: 
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1. Sponsor-Defined Ide | Tes | Resul Repeating 
ntifier t: t: Pages 
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


Lab Chemistry Details 
1. | Lab Panel: 
} 2. | Laboratory Name and Address [] 
} 3. | Collection Date: // 
| 4. | Specimen Type: 

Lab Result 




















5. Sponsor ID: [] 
Test: 
Result: [] 
Not Done: 
LNMT Low 
[] 
High 
[] 
Unit 
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Back to Form 


Laboratory Data Hematology 
J. | Lab Panel: 
} 2. | Laboratory Name and Address [] 
} 3. | Collection Date: // 
| 4. | Specimen Type: 

Lab Result 




















5. Sponsor ID: [] 
Test: 
Result: [] 
Not Done: 
LNMT Low 
[] 
High 
[] 
Unit 
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Vital Signs Details Form Instance 


| a | | Record Identifier: | Systolic: | Diastolic: | Repeating Pages 
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Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 
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Form: VITAL SIGNS - COVID 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Vital Signs 
1. | Date: // 
Vital Signs Details 























2. || Record Identifier: 
Systolic: [] 
Diastolic: [] 
Respiratory Rate in [] 
respirations/minute: 
Heart Rate in beats/minute: [] 
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| # | Date: | Vital Signs Details Form Instance 


| a | | Record Identifier: | Oxygen Saturation | | Repeating Pages 
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Back to Form 
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Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Vital Signs 
1. | Date: H/ 
Vital Signs Details 





2. Record Identifier: 





SPO2 Pulse Oximetry % [] 
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| # | Date Time of Assessment | Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance 
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Back to Form 


Oxygenation Parameters 
1. | Date Time of Assessment: // 


2. | Arterial Blood Gases PaO2 [] 
(mmHg): 


3. | FiO2 (Fraction of Inhaled Oxygen): | [ ] 
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Form Status: Not Started 
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Generated Time (GMT): 29-Mar-2021 04:04 


Concomitant Medications 
1. | What is the medication identifier? [] 
2. | Category: 


3. | Concomitant Medications 
Pre-specified: 
4. 





Medication: [] 


Provide the complete generic drug 
name (including salt form, where 
applicable). Where generic name is 
unknown, enter the full trade or 
proprietary name. Include clarifying 
information in the Medication text 
(e.g., Ingredient(s), route, use, 
formulation). 


5, [start Date: // 
6. | Ongoing? 
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| # | Date of Assessment | Location of Assessment | Imaging Method | Overall Assessment | Form Instance 





Page 79 of 507 


***Confidential*** 
FDA-CBER-2021-5683-0045218 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
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Form Status: Not Started 
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Subject Initials: --- 
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Imaging 

1. | Date of Assessment: // 
2. | Location of Assessment: 

3. | Type of Imaging Exam: 

| 4. | Assessment: 
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eCRF Audit Trail Histor 








Date of Visit 

1. | Date of Visit Nov/20/2020 

| 2. | Erroneous Visit ERRONEOUS VISIT 
COVID-19 Illness Visit 

} 3. | COVID-19 Illness Visit: COVID_C 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 


on Nov/20/2020 

Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Form Comments 
eCRF Audit Trail History 





Form Status: Data Complete, Frozen 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 








Signs and Symptoms 


Date of Assessment: 


2. | Date of First Symptom Started: 


Pep ot =| 





Not Applicable 


/ 





Not Applicable 


/ 


3. | Symptoms Ongoing? Not Applicable 


Comments 


Comments 


Comments 


HAL 





Symptoms 








Symptoms: 


Was symptom present? 


FEVER 
Not Applicable 


Comments 











n 
io” 


Symptoms: 


Was symptom present? 


NEW OR INCREASED COUGH 
Not Applicable 


Comments 











Symptoms: 


Was symptom present? 


NEW OR INCREASED SHORTNESS OF BREATH 





Not Applicable 


Comments 





"~ 
a 


Symptoms: 


CHILLS 








Was symptom present? 


oO 


Symptoms: 


Not Applicable 


NEW OR INCREASED MUSCLE PAIN 


Comments 








Was symptom present? 


Hh 


Symptoms: 


Not Applicable 


NEW LOSS OF TASTE OR SMELL 


Comments 








Was symptom present? 








Not Applicable 
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Header Text: c4591001 


on Nov/20/2020 

Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Visit: POT_COVID_ILL 3 - Unscheduled Visit 


Form Status: Data Complete, Frozen 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 








4-8 || symptoms: 
Was symptom present? 


NEW OR INCREASED SORE THROAT 


Not Applicable 


Comments 





DIARRHEA 





4h Symptoms: 
Was symptom present? 


Not Applicable 


VOMITING 


Comments 








4.1 Symptoms: 
Was symptom present? 


Symptoms - Other 





Not Applicable 





Comments 














5. Symptoms - Other Text: 





Not Applicable 


[] 
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Visit: POT_COVID_ILL 3 Form: MICROBIOLOGY SPECIMEN 

Form Version: 06-Jul-2020 21:54 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





oO Date of Collecti | Specimen Ty | Specimen Collection Loca | Assay Code and Descrip | Device Ty | Hiiemetnetaniee 
on pe tion tion pe 
1. | Not Done Not Done Not Done Not Done Not Done Repeating 
Pages 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN 


on Nov/20/2020 

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 
Form Comments 


eCRF Audit Trail History 











Microbiology Specimen 


1. | Actual Date of Collection: Not Done Comments 
>| Specimen Type: Not Done Comments 
a Specimen Collection Location: Not Done Comments 
+ Assay Code and Description: Not Done Comments 
| Device Type: Not Done Comments 
«| Trade Name: Not Done Comments 
| Test Result: Not Done Comments 


Comments/Findings/Details: Not Done Comments 

















9. | Trade Name Other, Specify: Not Done Comments 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF 
on Nov/20/2020 


Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Form Comments 
eCRF Audit Trail History 








Electronic Sample Tracking 


1. | Data Origin Not Applicable Comments 
2. | Sample Type Not Applicable Comments 
| Sample Collected? Not i Comments 








If no sample was collected or Not Applicable Comments 
sample was not collected according 
to protocol, please provide reason: | [] 

Aliquot 








Please enter barcode for each aliquot. 


5.4 |) Sample ID Not Applicable 
[] 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB 


on Nov/20/2020 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Form Comments 
eCRF Audit Trail History 








Electronic Sample Tracking 


1. | Data Origin Not Applicable Comments 
2. | Sample Type Not Applicable Comments 
| Sample Collected? Not i Comments 








If no sample was collected or Not Applicable Comments 
sample was not collected according 
to protocol, please provide reason: | [] 

Aliquot 








Please enter barcode for each aliquot. 


5. Sample ID Not Applicable 
[] 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION 


on Nov/20/2020 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Form Comments 
eCRF Audit Trail History 





Health Care Utilization 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 








ee 


/ Physician or Healthcare 


Professional: 


Occurrence of Visits or Contacts: 


SPECIALIST 


Not Applicable Comments 











1.b 





Physician or Healthcare EMERGENCY ROOM 
Professional: 
Occurrence of Visits or Contacts: 


Not Applicable Comments 








lic 





l.d 


Physician or Healthcare PRIMARY CARE PHYSICIAN 
Professional: 
Occurrence of Visits or Contacts: 


Not Applicable Comments 








lie 


Physician or Healthcare 
Professional: 


Physician or Healthcare URGENT CARE 
Professional: 
Occurrence of Visits or Contacts: 


Occurrence of Visits or Contacts: 


Not Applicable Comments 





TELEPHONE CONSULTATION 


Not Applicable Comments 





Lf 


Physician or Healthcare 
Professional: 





Occurrence of Visits or Contacts: 








OTHER 


Not Applicable Comments 











Health Care Utilization Other 











2. | Other Type of Practitioner Specify: | Not Applicable Comments 
[] 
Health Care Utilization 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION 

on Nov/20/2020 

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








3. | Has the subject been hospitalized Not Applicable Comments 
due to potential COVID-19 illness? |§ TONS 
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Visit: POT_COVID_ILL 3 Form: RESPIRATORY TREATMENT 

Form Version: 06-Jul-2020 21:53 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 


Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Treatment Identifie | Con Non-Drug aa Pre-specifie —— es Start Dat 
Form Instance 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: RESPIRATORY TREATMENT 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Respiratory Treatment 
1. | What is the treatment Identifier? [] 


| Concomitant Non-drug Treatment 
Pre-specified: 

| 3. | Treatment: 

| 4. | Treatment: [] 
| s. | Start Date: // 
|. | Ongoing? 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ILLNESS DETAILS 


on Nov/20/2020 

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Form Comments 
eCRF Audit Trail History 








IlIness Details 


1. | Category of Clinical Event: Not Applicable Comments 

2. | Was a diagnosis obtained for Not Applicable Comments 
Potential COVID-19 Illness? i 

3. | Toxicity Grade: Not Applicable Comments 
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Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 


Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


ee Category of Clinical Event —— Subcategory 2 Clinical Even | ae Obtaine | ae Grad on wuss Dictate 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 17-Jul-2020 21:55 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: ILLNESS DETAILS - SEVERE 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


IiIness Details 

hae Category of Clinical Event: 

} 2. | Subcategory of Clinical Event: 
| 3. | Was a diagnosis obtained? 

| 4. | Toxicity Grade: 
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Visit: POT_COVID_ILL 3 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY 
Form Version: 30-Jul-2020 21:27 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





4 Category for Lab | Vendor Na | Collection D | Specimen T Lab Result Pew AsbANed 
Test me ate: ype 





1. Sponsor-Defined Ide | Tes | Resul Repeating 
ntifier t: t: Pages 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY 
on Nov/20/2020 


Form Version: 30-Jul-2020 21:27 Form Status: Not Started 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


Lab Chemistry Details 
1. | Lab Panel: 
} 2. | Laboratory Name and Address [] 
} 3. | Collection Date: // 
| 4. | Specimen Type: 

Lab Result 




















5. Sponsor ID: [] 
Test: 
Result: [] 
Not Done: 
LNMT Low 
[] 
High 
[] 
Unit 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 Form: LOCAL LABORATORY DATA - REPEATING Hematology 
Form Version: 30-Jul-2020 21:28 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Category for L | Vendor Name (DE | Collection | Specimen Horn Insane 
o ab Test RIVED) Date: Type Lab Result 





1. Sponsor-Defined I | Tes | Resu Repeating 
dentifier t: | It: Pages 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology 
on Nov/20/2020 


Form Version: 30-Jul-2020 21:28 Form Status: Not Started 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


Laboratory Data Hematology 
J. | Lab Panel: 
} 2. | Laboratory Name and Address [] 
} 3. | Collection Date: // 
| 4. | Specimen Type: 

Lab Result 




















5. Sponsor ID: [] 
Test: 
Result: [] 
Not Done: 
LNMT Low 
[] 
High 
[] 
Unit 
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Visit: POT_COVID_ILL 3 Form: VITAL SIGNS - COVID 

Form Version: 30-Jul-2020 21:27 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 


Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Vital Signs Details Form Instance 


| a | | Record Identifier: | Systolic: | Diastolic: | Repeating Pages 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 30-Jul-2020 21:27 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: VITAL SIGNS - COVID 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Vital Signs 
1. | Date: // 
Vital Signs Details 














2. || Record Identifier: 
Systolic: [] 
Diastolic: [] 
Respiratory Rate in [] 
respirations/minute: 
Heart Rate in beats/minute: [] 
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Visit: POT_COVID_ILL 3 Form: VITAL SIGNS - PULSE OX ROOM AIR 

Form Version: 30-Jul-2020 21:28 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


| # | Date: | Vital Signs Details Form Instance 


| a | | Record Identifier: | Oxygen Saturation | | Repeating Pages 





Page 101 of 507 


***Confidential*** 
FDA-CBER-2021-5683-0045240 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 30-Jul-2020 21:28 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: VITAL SIGNS - PULSE OX ROOM AIR 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Vital Signs 
1. | Date: H/ 
Vital Signs Details 





2. Record Identifier: 





SPO2 Pulse Oximetry % [] 
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Visit: POT_COVID_ILL 3 Form: OXYGENATION PARAMETERS 

Form Version: 06-Jul-2020 21:52 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


| # | Date Time of Assessment | Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: OXYGENATION PARAMETERS 


on Nov/20/2020 

Form Version: 06-Jul-2020 21:52 Form Status: Not Started 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


Oxygenation Parameters 
1. | Date Time of Assessment: // 


2. | Arterial Blood Gases PaO2 [] 
(mmHg): 


3. | FiO2 (Fraction of Inhaled Oxygen): | [ ] 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS 
Form Version: 06-Jul-2020 21:55 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





4 Sponsor-Defined Id | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc 
entifier ication e-specified ation ate e 
1. Repeating 
Pages 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:55 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: CONCOMITANT MEDICATIONS - VASOPRESSORS 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Concomitant Medications 
1. | What is the medication identifier? [] 
2. | Category: 


3. | Concomitant Medications 
Pre-specified: 
4. 





Medication: [] 


Provide the complete generic drug 
name (including salt form, where 
applicable). Where generic name is 
unknown, enter the full trade or 
proprietary name. Include clarifying 
information in the Medication text 
(e.g., Ingredient(s), route, use, 
formulation). 


5, [start Date: // 
6. | Ongoing? 
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Visit: POT_COVID_ILL 3 Form: IMAGING 
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Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


| # | Date of Assessment | Location of Assessment | Imaging Method | Overall Assessment | Form Instance 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: IMAGING 


Form Status: Not Started 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Imaging 

1. | Date of Assessment: // 
2. | Location of Assessment: 

3. | Type of Imaging Exam: 

| 4. | Assessment: 
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Header Text: c4591001 

Visit: POT.COVID_CONVA | - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT 

Visit on Oct/23/2020 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 











Date of Visit 

1. | Date of Visit Oct/23/2020 
| 2. | Erroneous Visit 

COVID-19 Illness Visit 

} 3. | COVID-19 Illness Visit: COVID_A1 
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Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY 
Visit on Oct/23/2020 


Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 








Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type SERUM 





Sample Collected? 


Date of Collection: 
Oct/23/2020 


4. | If no sample was collected or [] 
sample was not collected according 
to protocol, please provide reason: 


Aliquot 


Please enter barcode for each aliquot 


5.4 || Sample ID [BH2445] 
5-b || Sample ID [BSJPKH] 
5-¢ |) Sample ID [BJ7MGB] 
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Date of Visit 

1. | Date of Visit Nov/13/2020 
| 2. | Erroneous Visit 

COVID-19 Illness Visit 

} 3. | COVID-19 Illness Visit: COVID_B1 
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Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type SERUM 





Sample Collected? 


Date of Collection: 
Nov/13/2020 


4. | If no sample was collected or [] 
sample was not collected according 
to protocol, please provide reason: 


Aliquot 


Please enter barcode for each aliquot 


5.4 || Sample ID [BH245B] 
5-b || sample ID [BSJPVO] 
5-¢ || Sample ID [BSJPLN] 
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Date of Visit 

1. | Date of Visit Dec/18/2020 

| 2. | Erroneous Visit ERRONEOUS VISIT 

COVID-19 Illness Visit 

} 3. | COVID-19 Illness Visit: COVID_Cl Comments 
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Form Comments 
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Electronic Sample Tracking 


1. | Data Origin Not Applicable Comments 
2. | Sample Type Not Applicable Comments 
| Sample Collected? Not ee Comments 








If no sample was collected or Not Applicable Comments 
sample was not collected according 
to protocol, please provide reason: | [] 

Aliquot 








Please enter barcode for each aliquot. 


5.a Sample ID [] 
5.b Sample ID [] 
S.c Sample ID [] 
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Date of Visit 
1. | Date of Visit Aug/18/2020 
2: | Erroneous Visit 
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Unplanned Assessments 
1. | Assessments CONTACT OUTCOME 
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Contact Outcome 
1. | Contact Type: TELEPHONE VISIT 


2. | Was contact made? 





Date of Contact: 
Aug/18/2020 


Contact Outcome: 
VISIT NOT ARRANGED, REACTION NO LONGER PRESENT 


3. | Comments: [] 
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Disposition - Treatment 


1. | Date of Completion/Discontinuation | Oct/2/2020 
/Death : 


2; | Phase of Disposition: VACCINATION 
3. | Status: COMPLETED 
4. | Specify Status: [] 
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Disposition - Follow-Up 


a Date of Completion/Discontinuation | // 
/Death : 

2. | Phase of Disposition: 

3. | Status: 

} 4. | Specify Status: [] 
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Date of Visit 

1. | Date of Visit Nov/20/2020 
} 2. | Erroneous Visit 

COVID-19 Repeat Swab 

3. | COVID-19 Repeat Swab: COVID_BR1 
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Electronic Sample Tracking 
1. | Data Origin SITE 
— Type NASAL_SWAB_SELF 


Sample Collected? 


Date of Collection: 
Nov/20/2020 





4. | If no sample was collected or [] 
sample was not collected according 
to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5.4 || Sample ID [CV44430] 
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Category AE Iden ‘Adverse Event Start Date Is the Adverse Event S | Form Instanc 
tifier till Ongoing e 





ADVERSE E | 1 Strep throat Sep/8/2020 UN | NO Repeating 
VENT K:UNK End Date Time: Pages 
Sep/18/2020 UNK:U 
NK 
DIARRHEA Sep/18/2020 U_- | NO Repeating 
NK:UNK End Date Time: Pages 
Sep/23/2020 UNK:U 
NK 





2. DELETED | ADVERSE E 
VENT 
ADVERSE E Clostridium Difficil | Sep/30/2020 U | NO Repeating 
VENT e Infection NK:UNK End Date Time: Pages 
Feb/28/2021 UNK:U 
NK 








Injection Site Pain | Dec/18/2020 19: | NO Repeating 
00 End Date Time: Pages 


Dec/20/2020 UNK:U 
NK 





2 
ADVERSE E | 4 
VENT 

5 


ADVERSE E 


Post Surgical Pain | Dec/28/2020U |NO Repeating 
VENT NK:UNK End Date Time: Pages 
Jan/12/2021 UNK:U 
NK 


- 
- 
- 


3 
ADVERSE E |6 Exposure During Pr | Feb/8/2021 UN | YES Repeating 
VENT egnancy K:UNK Pages 


# 
1. 
3. 
4, 
5. 
6. 
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Back to Form 
eCRF Audit Trail Histor 
Form Audit Trail 











Adverse Event Report 
1. | Category: ADVERSE EVENT 
a AE ID: 


[Strep throat] 





Adverse Event: 
(If possible specify diagnosis, not 
individual symptoms) 


a Start Date Time: Sep/8/2020 UNK:UNK 





Is the adverse event still ongoing? 
End Date Time: 
Sep/18/2020 UNK:UNK 


a Toxicity Grade: 


Is the adverse event serious? 


If Yes, NOTIFY PFIZER 
IMMEDIATELY. 


Fatal; Life-threatening; Inpatient 
hospitalization or prolongation of 
existing hospitalization; Persistent 
or significant disability/incapacity; 
Congenital anomaly/birth defect; 
Important medical event (i.e. may 
jeopardize subject and may require 
medical/surgical intervention to 
prevent above outcomes). 


Is this adverse event the resultofa |NO 
study Medication Error? 

If Yes, record the type of medication 
error on the Medication Error Log. 





9. | Is this event related to study NOT RELATED 
treatment: If Not Related to study treatment(s), this event is due to: 
OTHER 


If Other, specify: 
[bacterial infection] 


10. | Latest Action Taken with Study NOT APPLICABLE 
Treatment: 
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11. | Was a Concomitant Medication YES 
ie 


ji2. Was a Non-Drug Treatment | Was a Non-Drug Treatment given? 


13. | What was the outcome of this RECOVERED/RESOLVED 
adverse event?: 





Did the adverse event cause the 
TMieabseee to be discontinued from the 
study? 


15. | Serious Adverse Event Number: For } [ ] 
Pfizer Use Only 
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Back to Form 
eCRF Audit Trail Histor 
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Adverse Event Report 
1. | Category: 
a AE ID: 


Adverse Event: [DIARRHEA] 
(If possible specify diagnosis, not 
individual symptoms) 


a Start Date Time: 








Is the adverse event still ongoing? 


6. | Toxicity Grade: 





7. | Is the adverse event serious? 


If Yes, NOTIFY PFIZER 
IMMEDIATELY. 


Fatal; Life-threatening; Inpatient 
hospitalization or prolongation of 
existing hospitalization; Persistent 
or significant disability/incapacity; 
Congenital anomaly/birth defect; 
Important medical event (i.e. may 
jeopardize subject and may require 
medical/surgical intervention to 
prevent above outcomes). 





Is this adverse event the resultofa |NO 
study Medication Error? 

If Yes, record the type of medication 
error on the Medication Error Log. 





treatment: Tf Not Relatedto-study treatment(s) this eventis- due to: 


8. 
9. | Is this event related to study NOTRELATED. 
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ee THIS REPEATING FORM HAS BEEN DELETED *** 


10. | Latest Action Taken with Study NOT APPLICABLE 
Treatment: 

11. | Was a Concomitant Medication NO 
given? 


12. | Was a Non-Drug Treatment given? 


13. | What was the outcome of this 
adverse event?: 





Did the adverse event cause the 
‘| gabject to be discontinued from the 
study? 


15. | Serious Adverse Event Number: For | [ ] 
Pfizer Use Only 
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Back to Form 

eCRF Audit Trail Histor 

Form Audit Trail 
























Adverse Event Report 


1. | Category: ADVERSE EVENT 
a AE ID: 





Adverse Event: [Clostridium Difficile Infection] 
(If possible specify diagnosis, not 
individual symptoms) 


“J Start Date Time: Sep/30/2020 UNK:UNK 


Is the adverse event still ongoing? 





End Date Time: 
Feb/28/2021 UNK:UNK 


6. | Toxicity Grade: 


Is the adverse event serious? 


If Yes, NOTIFY PFIZER 
IMMEDIATELY. 


Fatal; Life-threatening; Inpatient 
hospitalization or prolongation of 
existing hospitalization; Persistent 
or significant disability/incapacity; 
Congenital anomaly/birth defect; 
Important medical event (i.e. may 
jeopardize subject and may require 
medical/surgical intervention to 
prevent above outcomes). 


Is this adverse event the resultofa |NO 
study Medication Error? 

If Yes, record the type of medication 
error on the Medication Error Log. 











9. | Is this event related to study NOT RELATED 
treatment: If Not Related to study treatment(s), this event is due to: 
OTHER 


If Other, specify: 
[Multiple antibiotics] 


10. | Latest Action Taken with Study NOT APPLICABLE 
Treatment: 
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11. | Was a Concomitant Medication YES 
ie 


ji2. Was a Non-Drug Treatment | Was a Non-Drug Treatment given? 


13. | What was the outcome of this RECOVERED/RESOLVED 
adverse event?: 





Did the adverse event cause the 
TMieabseee to be discontinued from the 
study? 


15. | Serious Adverse Event Number: For } [ ] 
Pfizer Use Only 
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Adverse Event Report 


1. | Category: ADVERSE EVENT 
a AE ID: 


Adverse Event: [Injection Site Pain] 
(If possible specify diagnosis, not 
individual symptoms) 


“J Start Date Time: Dec/18/2020 19:00 








Is the adverse event still ongoing? 


End Date Time: 
Dec/20/2020 UNK:UNK 
6. | Toxicity Grade: 


Is the adverse event serious? 


If Yes, NOTIFY PFIZER 
IMMEDIATELY. 


Fatal; Life-threatening; Inpatient 
hospitalization or prolongation of 
existing hospitalization; Persistent 
or significant disability/incapacity; 
Congenital anomaly/birth defect; 
Important medical event (i.e. may 
jeopardize subject and may require 
medical/surgical intervention to 
prevent above outcomes). 





8. | Is this adverse event the resultofa |NO 
study Medication Error? 
If Yes, record the type of medication 
error on the Medication Error Log. 


9. | Is this event related to study RELATED 
treatment: 

10. | Latest Action Taken with Study NOT APPLICABLE 
Treatment: 

11. | Was a Concomitant Medication NO 
given? 


12. | Was a Non-Drug Treatment given? | NO 
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13. | What was the outcome of this RECOVERED/RESOLVED 
adverse event?: 





Did the adverse event cause the 
iL subieet to be discontinued from the 
study? 


15. | Serious Adverse Event Number: For } [ ] 
Pfizer Use Only 
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Adverse Event Report 


1. | Category: ADVERSE EVENT 
a AE ID: 





Adverse Event: [Post Surgical Pain] 
(If possible specify diagnosis, not 
individual symptoms) 


“J Start Date Time: Dec/28/2020 UNK:UNK 


Is the adverse event still ongoing? 





End Date Time: 
Jan/12/2021 UNK:UNK 


6. | Toxicity Grade: 


Is the adverse event serious? 


If Yes, NOTIFY PFIZER 
IMMEDIATELY. 


Fatal; Life-threatening; Inpatient 
hospitalization or prolongation of 
existing hospitalization; Persistent 
or significant disability/incapacity; 
Congenital anomaly/birth defect; 
Important medical event (i.e. may 
jeopardize subject and may require 
medical/surgical intervention to 
prevent above outcomes). 


Is this adverse event the resultofa |NO 
study Medication Error? 

If Yes, record the type of medication 
error on the Medication Error Log. 











9. | Is this event related to study NOT RELATED 
treatment: If Not Related to study treatment(s), this event is due to: 
OTHER 
If Other, specify: 
[Tonsillectomy] 


10. | Latest Action Taken with Study NOT APPLICABLE 
Treatment: 
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11. | Was a Concomitant Medication YES 
ie 


ji2. Was a Non-Drug Treatment | Was a Non-Drug Treatment given? 


13. | What was the outcome of this RECOVERED/RESOLVED 
adverse event?: 





Did the adverse event cause the 
TMieabseee to be discontinued from the 
study? 


15. | Serious Adverse Event Number: For } [ ] 
Pfizer Use Only 
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Adverse Event Report 


1. | Category: ADVERSE EVENT 
a AE ID: 


Adverse Event: [Exposure During Pregnancy] 
(If possible specify diagnosis, not 
individual symptoms) 


4. | Start Date Time: Feb/8/2021 UNK:UNK 
s. | Is the adverse event still ongoing? 


i: Toxicity Grade: Not a Comments 


Is the adverse event serious? 





If Yes, NOTIFY PFIZER 
IMMEDIATELY. 


Fatal; Life-threatening; Inpatient 
hospitalization or prolongation of 
existing hospitalization; Persistent 
or significant disability/incapacity; 
Congenital anomaly/birth defect; 
Important medical event (i.e. may 
jeopardize subject and may require 
medical/surgical intervention to 
prevent above outcomes). 





8. | Is this adverse event the result ofa |NO 
study Medication Error? 
If Yes, record the type of medication 
error on the Medication Error Log. 
9. | Is this event related to study NOT RELATED 
treatment: If Not Related to study treatment(s), this event is due to: 
OTHER 


If Other, specify: 
[Stopped birth control] 


10. | Latest Action Taken with Study NOT APPLICABLE 
Treatment: 
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11. | Was a Concomitant Medication NO 
ie 


ji2. Was a Non-Drug Treatment | Was a Non-Drug Treatment given? 


13. | What was the outcome of this UNKNOWN 
adverse event?: 





Did the adverse event cause the 
TMieabseee to be discontinued from the 
study? 


15. | Serious Adverse Event Number: For } [ ] 
Pfizer Use Only 
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Catego | Medication Er | Start Da | Is the medication error Still O | Study Medication Errors 
# : : Form Instance 
ry ror te ngoing Action 
1. Repeating 
Pages 
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Back to Form 


Medication Error 
1. | Category: 


2. | Medication Error (Type of [] 
Medication Error): 
3. | Start Date: // 
4. | Is the medication error still 
ongoing? 
5. | Latest Action Taken with Study 
Treatment: 
6. | Was a Concomitant Medication 
given? 


a Was a Non-Drug Treatment given? 








Did the Medication Error cause the 
subject to be discontinued from the 
study? 


9. | Was this medication error associated 
with any adverse events? 

10. | Serious Adverse Event Number: For } [ ] 
Pfizer Use Only 
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Form: CONCOMITANT MEDICATIONS - NON STUDY 
VACCINATIONS 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


4 Sponsor-Define | Category for | Concomitant Medicatio | Name of Medic | Start D | Form Instan 
d Identifier Medication ns Pre-specified ation ate ce 
1. DELETED | | VACCINATIO | NO penicillin/ 500 m | Sep/9/2 | Repeating 
NS g/BID/PO 020 Pages 
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#* THIS REPEATING FORM HAS BEEN DELETED *** 


Back to Form 
eCRF Audit Trail Histor 
Form Audit Trail 








Concomitant Medications 
ja. | What is the medication identifier? [4] 
2. | Category: 
i Concomitant Medications 
& specified: 


Medication: [penicttin/500 me/BID/PO] 





Provide the complete generic drug 
name (including salt form, where 
applicable). Where generic name is 
unknown, enter the full trade or 
proprietary name. Include clarifying 
information in the Medication text 
(e.g., Ingredient(s), route, use, 
formulation). 
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Form: CONCOMITANT MEDICATIONS - PROHIBITED 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





4 Sponsor-Defined I | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc 
dentifier dication Pre-specified cation ption e 
1. Repeating 
Pages 
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Back to Form 


Concomitant Medications 
1. | What is the medication identifier? [] 
} 2. | Category: 
es Concomitant Medications 
| Pre-specified: 


4. | Medication: [] 








Provide the complete generic drug 
name (including salt form, where 
applicable). Where generic name is 
unknown, enter the full trade or 
proprietary name. Include clarifying 
information in the Medication text 
(e.g., Ingredient(s), route, use, 
formulation). 


fs |bucune ~SOSC*~<“‘“‘~s‘“SC‘“<=<CSCt 
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— Treatment Identifie | Con Non-Drug oT Pre-specifie | Treatmen | Start Dat 
E ie | | iz me | Form Instance 


a 
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Back to Form 





Radiation Treatment 
1. | category: 
2 | What is the treatment Identifier? [] 


Py Concomitant Non-drug Treatment 
Pre-specified: 

4. | Treatment: [] 
| 5. | Start Date: // 
| 6. | Ongoing? 
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Transfusion Type | Date of Transfusion Form Instance 


Pe 
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Back to Form 











1. | Transfusion Type: 
2. | Date of Transfusion: // 
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Date of Visit 
1. | Date of Visit // 
2: | Erroneous Visit 
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Vital Signs 
1. | Date: // 
Vital Signs Details 


Record Identifier: 





Temperature: 


Unit: 














Temperature Location: 
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Lab Urinalysis 

} 1. | Lab Panel: 

2. | Lab Sub-Panel: 

3. | Collection Date: // 


4. | Laboratory Name and Address [] 
(Derived) 
3: | Specimen Type: 


Lab Result 























6. Sponsor ID: 
Test: 
Result: 
Not Done: 
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Vaccination 


el Was there a temporary delay of 
vaccination? 

} 2. | Treatment Name [] 
3. | Formulation: 

| 4. | Dose Date Time: // 
|. | Anatomical Location: 

| 6. | Body Side: 

| Route: 

| 8. | Actual Dose: [] 
| 9. | Unit: 

ES Timeframe Subject Was Observed 


Was the subject observed for at least 
the protocol specified observation 
period after investigational product 
administration? 
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Contact Outcome 

1. | Contact Type: 

| 2. | Was contact made? 

| 3. | Comments: [] 
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Contact Outcome 

1. | Contact Type: 

| 2. | Was contact made? 

| 3. | Comments: [] 
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Header Text: c4591001 
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eCRF Audit Trail Histor 








Date of Visit 
1. | Date of Visit Dec/15/2020 
2: | Erroneous Visit 
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Form: FURTHER VACCINATION CONFIRMATION 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Further Vaccination Confirmation 





1. | Select appropriate response - Is 
participant willing to return for 
Vaccination 3? 


Participant is willing to return for Vaccination 3 
Participant is: 
eligible per local/national recommendations and confirmed to have received 
only placebo at Vaccination 1/2 
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Date of Visit 
1. | Date of Visit Dec/18/2020 
2. | Erroneous Visit 
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eCRF Audit Trail History 

Informed Consent - Further Vaccination 


1. | Consent Was: OBTAINED 


Date Written Consent Obtained 
Dec/18/2020 
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Form Comments 





Inclusion Criteria Not Met 


Description of Inclusion Criterion | Not Applicable 























Not Met 
Exclusion Criteria Met 
2. Description of Exclusion Criterion | Not Applicable 
Met 
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Disposition - Screening for Further Vaccination 


1. | Date of Completion/Discontinuation | Dec/18/2020 
/Death : 


2. | Phase of Disposition: REPEAT SCREENING | 
3. | Status: COMPLETED 
4. | Specify Status: [] 
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Form: LAB URINALYSIS - PREGNANCY TEST 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Lab Urinalysis 

1. | Lab Panel: URINALYSIS 
| 2. | Lab Sub-Panel: PREGNANCY 
3. | Collection Date: Dec/18/2020 


4. | Laboratory Name and Address [STUDY SITE] 
(Derived) 


Di | Specimen Type: URINE 
Lab Result 





Sponsor ID: 


Test: 


[113] 
Choriogonadotropin Beta_PX113 





Result: 





Not Done: 





NEGATIVE 
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Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type SERUM 


Sample Collected? 


Date of Collection: 
Dec/18/2020 





4. | If no sample was collected or [] 
sample was not collected according 
to protocol, please provide reason: 





5.a | Sample ID [BCSY34] 
5.b | Sample ID [BS8WJB] 








fo) 











5-¢ || Sample ID [BJ7MKK] 
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eCRF Audit Trail Histor 














Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type NASAL_SWAB 


Sample Collected? 















Date of Collection: 
Dec/18/2020 


If no sample was collected or 
sample was not collected according 
to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5.4 || Sample ID [BRLOP9] 


[Sample collected under COVID_C1] 
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eCRF Audit Trail Histor 











Vaccination 


| Was there a temporary delay of NO 

vaccination? 

| Treatment Name [BNT162b2] 

3. | Formulation: INJECTION 

| 4. | Dose Date Time: Dec/18/2020 16:24 
|. | Anatomical Location: DELTOID MUSCLE 
| 6. | Body Side: LEFT 

| Route: INTRAMUSCULAR 
| 8. | Actual Dose: [30.0] 

|. | Unit: 

oS Timeframe Subject Was Observed 30 MINUTES 


Was the subject observed for at least | YES 
the protocol specified observation 

period after investigational product 
administration? 
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Treatment Unblinded 
1. | Date Treatment Unblinded : Dec/16/2020 
2. | Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION 
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Withdrawal Of Consent 
1. | Withdrawal of Consent Date : // 
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Death Details 


1. | Date of Collection / Notification of | // 
Death: 


Cause of Death 
2. Cause of Death Status: 





Cause of Death: [] 
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Date of Visit 
1. | Date of Visit Jan/8/2021 
2. | Erroneous Visit 
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Header Text: c4591001 

Visit: V102_VAX4 

Form Version: 10-Dec-2020 02:23 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


eCRF Audit Trail Histor 








Form: LAB URINALYSIS - PREGNANCY TEST 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Lab Urinalysis 

1. | Lab Panel: URINALYSIS 
| 2. | Lab Sub-Panel: PREGNANCY 
3. | Collection Date: Jan/8/2021 


4. | Laboratory Name and Address [STUDY SITE] 
(Derived) 


Di | Specimen Type: URINE 
Lab Result 





Sponsor ID: 


Test: 


[113] 
Choriogonadotropin Beta_PX113 





Result: 





Not Done: 





NEGATIVE 
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Header Text: c4591001 

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB 
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 














Electronic Sample Tracking 
1. | Data Origin SITE 
a Sample Type NASAL_SWAB 


Sample Collected? 


Date of Collection: 
Jan/8/2021 





4. | If no sample was collected or [] 
sample was not collected according 


to protocol, please provide reason: 


Aliquot 
Please enter barcode for each aliquot. 


5.4 || Sample ID [BRBCDS] 
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Header Text: c4591001 

Visit: V102_VAX4 Form: VACCINATION 

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 











Vaccination 


| Was there a temporary delay of NO 

vaccination? 

| Treatment Name [BNT162b2] 

3. | Formulation: INJECTION 

| 4. | Dose Date Time: Jan/8/2021 13:46 
|. | Anatomical Location: DELTOID MUSCLE 
| 6. | Body Side: LEFT 

| Route: INTRAMUSCULAR 
| 8. | Actual Dose: [30.0] 

|. | Unit: 

oS Timeframe Subject Was Observed 30 MINUTES 


Was the subject observed for at least | YES 
the protocol specified observation 

period after investigational product 
administration? 
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Header Text: c4591001 

Visit: V103_ MONTHI1 Form: DATE OF VISIT 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 











Date of Visit 
1. | Date of Visit Feb/8/2021 
2. | Erroneous Visit 
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Header Text: c4591001 

Visit: V103_ MONTHI1 Form: CONTACT OUTCOME 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 














Contact Outcome 
1. | Contact Type: TELEPHONE VISIT 
2; YES 





Was contact made? 


Date of Contact: 
Feb/8/2021 


3. | Comments: [] 
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Header Text: c4591001 

Visit: V104_MONTH6 Form: DATE OF VISIT 

Form Version: 22-Apr-2020 21:02 Form Status: Not Started 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Date of Visit 
1. | Date of Visit // 
2: | Erroneous Visit 
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Header Text: c4591001 

Visit: V104_MONTH6 Form: CONTACT OUTCOME 

Form Version: 22-Apr-2020 21:04 Form Status: Not Started 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Contact Outcome 

1. | Contact Type: 

| 2. | Was contact made? 

| 3. | Comments: [] 
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Header Text: c4591001 

Visit: V105_MONTH18 Form: DATE OF VISIT 

Form Version: 22-Apr-2020 21:02 Form Status: Not Started 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Date of Visit 
1. | Date of Visit // 
2: | Erroneous Visit 
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Header Text: c4591001 

Visit: V105_MONTH18 Form: CONTACT OUTCOME 

Form Version: 22-Apr-2020 21:04 Form Status: Not Started 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Contact Outcome 

1. | Contact Type: 

| 2. | Was contact made? 

| 3. | Comments: [] 
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Header Text: c4591001 

Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT 

Unscheduled 

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 








Disposition - Treatment 


1. | Date of Completion/Discontinuation | Feb/8/2021 
/Death : 


2. | Phase of Disposition: OPEN LABEL TREATMENT 
3. | Status: COMPLETED 
4. | Specify Status: [] 
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Header Text: c4591001 

Visit: Subject Status - Unscheduled 
Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


eCRF Audit Trail Histor 








Form: SUBJECT STATUS 

Form Status: Data Complete, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Subject Status 
1. | Subject Status FOLLOW-UP 
2. | Subject Status Date Oct/2/2020 


*** Confidential *** 


Page 175 of 507 


FDA-CBER-2021-5683-0045314 








090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

eCRF Audit Trail Histor 











Casebook Signature Form 
1. | Casebook Signature Click Here to Enable 
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Header Text: c4591001 

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 











Audit Trail 


This form requires signing by a member of each of the following signature groups: 
e CRF Sign 
e CRF _Sign_1 


Name Signature Date Type Action 
Meaning 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments 
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 











[item Date User | Comment 


Form | Aug-15-2020 09:42:13 (UTC-07:00) Mountain _| Heather Littell Not Applicable 
Time (US & Canada) (pfe hlittell) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Item | Date User | Comment 


Form | Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan | Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


2 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





B} Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan __| Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


4 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan Not Done 
Time (US & Canada) (pfe.Ibevan) 
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090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





5 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan __| Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


6 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan __| Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





7 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


8 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan __| Not Done 
Time (US & Canada) (pfe.Ibevan) 
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FDA-CBER-2021-5683-0045326 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





9 Oct-12-2020 17:09:00 (UTC-07:00) Mountain Lindsey Bevan __| Not Done 
Time (US & Canada) (pfe.Ibevan) 
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090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: RESPIRATORY TREATMENT - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Item | Date User | Comment 

Form | Oct-15-2020 15:17:05 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 

Form | Oct-15-2020 09:15:37 (UTC-07:00) Mountain Colby Bostock 
Time (US & Canada) (pfe.cbostock) 

Form | Oct-15-2020 09:11:05 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 


Page 189 of 507 


*** Confidential *** 


FDA-CBER-2021-5683-0045328 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


1 Oct-15-2020 15:17:05 (UTC-07:00) Mountain 


Time (US & Canada) 


1 Oct-15-2020 09:15:37 (UTC-07:00) Mountain 


Time (US & Canada) 








User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 


Form: RESPIRATORY TREATMENT - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1 Oct-15-2020 09:11:05 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 
Page 190 of 507 
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FDA-CBER-2021-5683-0045329 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


on Sep/23/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


Time (US & Canada) 


Time (US & Canada) 








Time (US & Canada) 


Form Version: 06-Jul-2020 21:53 


2 Oct-15-2020 15:17:05 (UTC-07:00) Mountain 


2 Oct-15-2020 09:15:37 (UTC-07:00) Mountain 


2 Oct-15-2020 09:11:05 (UTC-07:00) Mountain 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - 


Comments 


Form Status: Data Complete, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 





Colby Bostock 
(pfe.cbostock) 


Not Applicable 





*** Confidential *** 
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FDA-CBER-2021-5683-0045330 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


c} Oct-15-2020 15:17:05 (UTC-07:00) Mountain 


Time (US & Canada) 


3 Oct-15-2020 09:15:37 (UTC-07:00) Mountain 


Time (US & Canada) 








User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 


Form: RESPIRATORY TREATMENT - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





3 Oct-15-2020 09:11:05 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 
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FDA-CBER-2021-5683-0045331 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


on Sep/23/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


Time (US & Canada) 


Time (US & Canada) 








Time (US & Canada) 


Form Version: 06-Jul-2020 21:53 


4 Oct-15-2020 15:17:05 (UTC-07:00) Mountain 


4 Oct-15-2020 09:15:37 (UTC-07:00) Mountain 


4 Oct-15-2020 09:11:05 (UTC-07:00) Mountain 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - 


Comments 


Form Status: Data Complete, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 





Colby Bostock 
(pfe.cbostock) 


Not Applicable 





*** Confidential *** 


Page 193 of 507 


FDA-CBER-2021-5683-0045332 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


5 Oct-15-2020 15:17:05 (UTC-07:00) Mountain 


Time (US & Canada) 


5 Oct-15-2020 09:15:37 (UTC-07:00) Mountain 


Time (US & Canada) 








User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 


Form: RESPIRATORY TREATMENT - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





5 Oct-15-2020 09:11:05 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 
Page 194 of 507 
**** Confidential*** 


FDA-CBER-2021-5683-0045333 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


on Sep/23/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


Time (US & Canada) 


Time (US & Canada) 








Time (US & Canada) 


Form Version: 06-Jul-2020 21:53 


6 Oct-15-2020 15:17:05 (UTC-07:00) Mountain 


6 Oct-15-2020 09:15:37 (UTC-07:00) Mountain 


6 Oct-15-2020 09:11:05 (UTC-07:00) Mountain 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - 


Comments 


Form Status: Data Complete, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 





Colby Bostock 
(pfe.cbostock) 


Not Applicable 





*** Confidential *** 
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FDA-CBER-2021-5683-0045334 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 1 

Form Version: 06-Jul-2020 21:52 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


Form: ILLNESS DETAILS - Comments 
Form Status: Data Complete, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 


User 


Comment 





3 Nov-04-2020 08:55:05 (UTC-07:00) Mountain Lindsey Bevan 
(pfe.Ibevan) 


Time (US & Canada) 








3 Oct-12-2020 17:10:59 (UTC-07:00) Mountain Lindsey Bevan 


Time (US & Canada) 





(pfe.Ibevan) 


Page 196 of 507 





PI deemed swab not necessary and did not assign 
toxicity 


Not Done 


*** C onfidential*** 


FDA-CBER-2021-5683-0045335 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 17-Jul-2020 21:55 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: ILLNESS DETAILS - SEVERE - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Item | Date User | Comment 

Form | Oct-15-2020 15:17:25 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 

Form | Oct-15-2020 09:16:24 (UTC-07:00) Mountain Colby Bostock 
Time (US & Canada) (pfe.cbostock) 

Form | Oct-15-2020 09:14:28 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 
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*** Confidential *** 


FDA-CBER-2021-5683-0045336 








090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 17-Jul-2020 21:55 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


1 Oct-15-2020 15:17:25 (UTC-07:00) Mountain 


Time (US & Canada) 


1 Oct-15-2020 09:16:24 (UTC-07:00) Mountain 


Time (US & Canada) 








User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 


Form: ILLNESS DETAILS - SEVERE - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1 Oct-15-2020 09:14:28 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 
Page 198 of 507 
****Confidential*** 


FDA-CBER-2021-5683-0045337 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


on Sep/23/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


Time (US & Canada) 


Time (US & Canada) 








Time (US & Canada) 


Form Version: 17-Jul-2020 21:55 


2 Oct-15-2020 15:17:25 (UTC-07:00) Mountain 


2 Oct-15-2020 09:16:24 (UTC-07:00) Mountain 


2 Oct-15-2020 09:14:28 (UTC-07:00) Mountain 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - 


Comments 


Form Status: Data Complete, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 





Colby Bostock 
(pfe.cbostock) 


Not Applicable 





*** Confidential *** 
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FDA-CBER-2021-5683-0045338 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 17-Jul-2020 21:55 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


c} Oct-15-2020 15:17:25 (UTC-07:00) Mountain 


Time (US & Canada) 


3 Oct-15-2020 09:16:24 (UTC-07:00) Mountain 


Time (US & Canada) 








User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 


Form: ILLNESS DETAILS - SEVERE - Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





3 Oct-15-2020 09:14:28 (UTC-07:00) Mountain Colby Bostock | Not Applicable 
Time (US & Canada) (pfe.cbostock) 
Page 200 of 507 
****Confidential*** 


FDA-CBER-2021-5683-0045339 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


on Sep/23/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 


Time (US & Canada) 


Time (US & Canada) 








Time (US & Canada) 


Form Version: 17-Jul-2020 21:55 


4 Oct-15-2020 15:17:25 (UTC-07:00) Mountain 


4 Oct-15-2020 09:16:24 (UTC-07:00) Mountain 


4 Oct-15-2020 09:14:28 (UTC-07:00) Mountain 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - 


Comments 


Form Status: Data Complete, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


Colby Bostock 
(pfe.cbostock) 


Not Applicable 


Colby Bostock 
(pfe.cbostock) 





Colby Bostock 
(pfe.cbostock) 


Not Applicable 





*** Confidential *** 


Page 201 of 507 


FDA-CBER-2021-5683-0045340 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 


on Nov/20/2020 Comments 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


[item Date User | Comment 


Form | Nov-25-2020 11:43:11 (UTC-07:00) Mountain | Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 202 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045341 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


1 Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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FDA-CBER-2021-5683-0045342 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





2 Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045343 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


3 Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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FDA-CBER-2021-5683-0045344 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





4.a | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045345 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


4.b | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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FDA-CBER-2021-5683-0045346 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





4.c | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045347 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


4.d | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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FDA-CBER-2021-5683-0045348 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





4.e | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045349 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


4f  |Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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FDA-CBER-2021-5683-0045350 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





4.g | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045351 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


4h_ | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 
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FDA-CBER-2021-5683-0045352 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 
Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





4.1 | Nov-25-2020 11:43:11 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 


Page 214 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045353 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments 


on Nov/20/2020 

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


[item Date User | Comment 


Form | Nov-20-2020 16:58:49 (UTC-07:00) Mountain | Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 





Page 215 of 507 


*** Confidential *** 


FDA-CBER-2021-5683-0045354 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 


Page 216 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045355 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


2 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 
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*** Confidential *** 


FDA-CBER-2021-5683-0045356 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





3 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045357 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


4 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 
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*** Confidential *** 


FDA-CBER-2021-5683-0045358 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





5 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 


Page 220 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045359 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


6 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 
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*** Confidential *** 


FDA-CBER-2021-5683-0045360 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





7 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 


Page 222 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045361 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


8 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 
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*** Confidential *** 


FDA-CBER-2021-5683-0045362 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - Comments 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





9 Nov-20-2020 16:58:49 (UTC-07:00) Mountain |Bradley Young | Not Done 
Time (US & Canada) (pfe.byoung) 


Page 224 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045363 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 


on Nov/20/2020 Comments 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


[item Date User | Comment 

Form | Nov-30-2020 09:07:50 (UTC-07:00) Mountain | Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 

Form | Nov-25-2020 16:02:47 (UTC-07:00) Mountain | Bradley Young | Not applicable 
Time (US & Canada) (pfe.byoung) 
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*** Confidential *** 


FDA-CBER-2021-5683-0045364 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1 Nov-30-2020 09:07:50 (UTC-07:00) Mountain |Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 


Page 226 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045365 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


2 Nov-30-2020 09:07:50 (UTC-07:00) Mountain | Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 227 of 507 


FDA-CBER-2021-5683-0045366 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





3 Nov-30-2020 09:07:50 (UTC-07:00) Mountain |Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 


Page 228 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045367 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


4 Nov-30-2020 09:07:50 (UTC-07:00) Mountain |Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 229 of 507 


FDA-CBER-2021-5683-0045368 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 


on Nov/20/2020 Comments 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


[item Date User | Comment 


Form | Nov-25-2020 11:38:05 (UTC-07:00) Mountain | Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 230 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045369 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


1 Nov-25-2020 11:38:05 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 231 of 507 


FDA-CBER-2021-5683-0045370 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





2 Nov-25-2020 11:38:05 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 


Page 232 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045371 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 





*** Confidential *** 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


3 Nov-25-2020 11:38:05 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 233 of 507 


FDA-CBER-2021-5683-0045372 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_ILL 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





4 Nov-25-2020 11:38:05 (UTC-07:00) Mountain Bradley Young __| Not Applicable 
Time (US & Canada) (pfe.byoung) 


Page 234 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045373 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - Comments 


on Nov/20/2020 

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


[item Date User | Comment 


Form | Nov-25-2020 12:39:39 (UTC-07:00) Mountain | Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 235 of 507 


*** Confidential *** 


FDA-CBER-2021-5683-0045374 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








la | Nov-25-2020 12:39:39 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








Page 236 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045375 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








1.b | Nov-25-2020 12:39:39 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








*** Confidential *** 


Page 237 of 507 


FDA-CBER-2021-5683-0045376 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








lic | Nov-25-2020 12:39:39 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








Page 238 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045377 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








l.d_ | Nov-25-2020 12:39:39 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








*** Confidential *** 


Page 239 of 507 


FDA-CBER-2021-5683-0045378 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








le | Nov-25-2020 12:39:39 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








Page 240 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045379 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








1f | Nov-25-2020 12:39:39 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








*** Confidential *** 


Page 241 of 507 


FDA-CBER-2021-5683-0045380 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








2 Nov-25-2020 12:39:39 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








Page 242 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045381 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: HEALTH CARE UTILIZATION - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








3 Nov-25-2020 12:39:39 (UTC-07:00) Mountain | Bradley Young | Not Applicable 


(pfe.byoung) 








*** Confidential *** 


Page 243 of 507 


FDA-CBER-2021-5683-0045382 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ILLNESS DETAILS - Comments 


on Nov/20/2020 

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


[item Date User | Comment 


Form | Nov-25-2020 12:40:13 (UTC-07:00) Mountain | Bradley Young | Not Applicable 
Time (US & Canada) (pfe.byoung) 





Page 244 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045383 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 06-Jul-2020 21:52 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: ILLNESS DETAILS - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








1 Nov-25-2020 12:40:13 (UTC-07:00) Mountain | Bradley Young | Not Applicable 


(pfe.byoung) 








*** Confidential *** 


Page 245 of 507 


FDA-CBER-2021-5683-0045384 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 06-Jul-2020 21:52 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: ILLNESS DETAILS - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








2 Nov-25-2020 12:40:13 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








Page 246 of 507 


*** C onfidential*** 


FDA-CBER-2021-5683-0045385 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 3 

Form Version: 06-Jul-2020 21:52 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: ILLNESS DETAILS - Comments 

Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








3 Nov-25-2020 12:40:13 (UTC-07:00) Mountain |Bradley Young | Not Applicable 


(pfe.byoung) 








*** Confidential *** 


Page 247 of 507 


FDA-CBER-2021-5683-0045386 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_CONVA 3 
Form Version: 22-Apr-2020 21:04 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: DATE OF VISIT - ILLNESS CONVALESCENT - Comments 
Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 


3 Mar-02-2021 13:14:55 (UTC-07:00) Mountain Lindsey Bevan 


(pfe.Ibevan) 











Time (US & Canada) 


3 Jan-19-2021 11:43:32 (UTC-07:00) Mountain Emily Wilcox Not Applicable 





(pfe.ewilcox) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045387 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Visit: POT_COVID_CONVA 3 - Unscheduled 
Visit on Dec/18/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Back to Form 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


[item Date User | Comment 
Form | Mar-09-2021 11:59:36 (UTC-07:00) Mountain | Lindsey Bevan | Not Applicable 
Time (US & Canada) (pfe.Ibevan) 
Form | Jan-21-2021 09:55:48 (UTC-07:00) Mountain Lindsey Bevan 
Time (US & Canada) (pfe.Ibevan) 
Form | Jan- 19-2021 11:57:48 (UTC-07:00) Mountain Emily Wilcox Not Applicable 
i (pfe.ewilcox) 


Time (US & Canada) 
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*** Confidential *** 


FDA-CBER-2021-5683-0045388 








090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_CONVA 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Item | Date 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


1 Mar-09-2021 11:59:36 (UTC-07:00) Mountain Lindsey Bevan | Not Applicable 


Time (US & Canada) 


Time (US & Canada) 


(pfe.Ibevan) 
1 Jan-21-2021 09:55:48 (UTC-07:00) Mountain Lindsey Bevan 


(pfe.Ibevan) 





1 Jan-19-2021 11:57:48 (UTC-07:00) Mountain Emily Wilcox Not Applicable 





Time (US & Canada) 


(pfe.ewilcox) 
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*** C onfidential*** 


FDA-CBER-2021-5683-0045389 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_CONVA 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Item | Date 


Time (US & Canada) 


Time (US & Canada) 








Time (US & Canada) 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


2 Mar-09-2021 11:59:36 (UTC-07:00) Mountain Lindsey Bevan | Not Applicable 


(pfe.Ibevan) 


2 Jan-21-2021 09:55:48 (UTC-07:00) Mountain Lindsey Bevan 


(pfe.Ibevan) 





2 Jan-19-2021 11:57:48 (UTC-07:00) Mountain Emily Wilcox Not Applicable 


(pfe.ewilcox) 





*** Confidential *** 
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FDA-CBER-2021-5683-0045390 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 
Visit: POT_COVID_CONVA 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Item | Date 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


3 Mar-09-2021 11:59:36 (UTC-07:00) Mountain Lindsey Bevan | Not Applicable 


Time (US & Canada) 


(pfe.Ibevan) 


3 Jan-21-2021 09:55:48 (UTC-07:00) Mountain Lindsey Bevan 


Time (US & Canada) 


(pfe.Ibevan) 





3 Jan-19-2021 11:57:48 (UTC-07:00) Mountain Emily Wilcox Not Applicable 





Time (US & Canada) 


(pfe.ewilcox) 
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Header Text: c4591001 
Visit: POT_COVID_CONVA 3 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Item | Date 


Time (US & Canada) 


Time (US & Canada) 








Time (US & Canada) 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Comments 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 


4 Mar-09-2021 11:59:36 (UTC-07:00) Mountain Lindsey Bevan | Not Applicable 


(pfe.Ibevan) 


4 Jan-21-2021 09:55:48 (UTC-07:00) Mountain Lindsey Bevan 


(pfe.Ibevan) 





4 Jan-19-2021 11:57:48 (UTC-07:00) Mountain Emily Wilcox Not Applicable 


(pfe.ewilcox) 
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Header Text: c4591001 

Visit: Logs - Unscheduled 

Form Version: 22-Apr-2020 21:02 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Item | Date 





Form: ADVERSE EVENT REPORT - Comments 

Form Status: Data Complete, Locked, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


User Comment 





Time (US & Canada) 








6 Mar-04-2021 13:12:47 (UTC-07:00) Mountain Lindsey Bevan | Not Applicable 


(pfe.Ibevan) 
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Header Text: c4591001 

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER 
VACCINATION - Comments 

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 





[item Date User | Comment 


Form | Dec-18-2020 16:50:28 (UTC-07:00) Mountain | Emily Wilcox Not Applicable 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 


Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History 
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 








This form requires signing by a member of each of the following signature groups: 
e CRF Sign 
e CRF_Sign_1 


Name Signature Date Type Action 
Meaning 





Bradley Young |N/A Feb-09-2021 11:08:16 (UTC-07:00) Mountain Edit - All 
Time (US & Canada) signatures 
invalidated 


Affidavit: 

N/A 

James Peterson | Approved Jan-22-2021 18:47:15 (UTC-07:00) Mountain BOOK Signed 
Time (US & Canada) 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 


Lindsey Bevan |N/A Dec-04-2020 14:03:43 (UTC-07:00) Mountain Edit - All 
Time (US & Canada) signatures 
invalidated 





Affidavit: 

N/A 

James Peterson | Approved Dec-02-2020 17:28:40 (UTC-07:00) Mountain | BOOK Signed 
Time (US & Canada) 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 
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Header Text: c4591001 

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Lindsey Bevan N/A Dec-02-2020 16:46:06 (UTC-07:00) Mountain Edit - All 
Time (US & Canada) signatures 

invalidated 

Affidavit: 

N/A 

James Peterson | Approved Dec-01-2020 17:43:53 (UTC-07:00) Mountain | BOOK Signed 
Time (US & Canada) 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 


Lindsey Bevan N/A Nov-27-2020 13:20:22 (UTC-07:00) Mountain Edit - All 
Time (US & Canada) signatures 
invalidated 





Affidavit: 

N/A 

James Peterson | Approved Novy-25-2020 18:56:22 (UTC-07:00) Mountain | BOOK Signed 
Time (US & Canada) 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 


Bradley Young |N/A Novy-20-2020 16:53:09 (UTC-07:00) Mountain Edit - All 
Time (US & Canada) signatures 
invalidated 





Affidavit: 
N/A 
James Peterson | Approved Nov-13-2020 17:26:31 (UTC-07:00) Mountain | BOOK Signed 
Time (US & Canada) 
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Header Text: c4591001 





Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History 
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 


Megan N/A Noy-12-2020 14:35:33 (UTC-07:00) Mountain Edit - All 
Grimmett Time (US & Canada) signatures 
invalidated 





Affidavit: 

N/A 

James Peterson | Approved Nov-05-2020 09:29:47 (UTC-07:00) Mountain | BOOK Signed 
Time (US & Canada) 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 


Lindsey Bevan N/A Nov-04-2020 08:55:05 (UTC-07:00) Mountain Edit - All 
Time (US & Canada) signatures 
invalidated 





Affidavit: 

N/A 

James Peterson | Approved Oct-23-2020 18:06:05 (UTC-07:00) Mountain BOOK Signed 
Time (US & Canada) 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 


Page 258 of 507 


*** Confidential*** 


FDA-CBER-2021-5683-0045397 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 














Header Text: c4591001 

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Lindsey Bevan N/A Oct-23-2020 17:15:13 (UTC-07:00) Mountain Edit - All 
Time (US & Canada) signatures 

invalidated 

Affidavit: 

N/A 

James Peterson | Approved Oct-16-2020 12:46:17 (UTC-07:00) Mountain BOOK Signed 
Time (US & Canada) 

Affidavit: 


By my dated signature below, I, JamesPeterson, verify that all case report form pages accurately display the results of the 
examinations, tests, evaluations and treatments performed on this subject. 


Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic 
signature is to be the legally binding equivalent of my handwritten signature. 


To this I do attest by supplying my user name and password and clicking the button marked Submit below. 
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Header Text: c4591001 


Visit: COHORT _SELECTION Form: COHORT SELECTION - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1, Select appropriate response - Protocol version 





Date | Location User Value Reason 


Aug-15-2020 09:40:14 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell 24 JUL 2020 
(pfe hlittell) 


2. Select appropriate response - What cohort does the subject belong to? 


Date | Location User Value Reason 


Aug-15-2020 09:40:14 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell STAGE 3 COHORTS 
(pfe hlittell) 
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Header Text: c4591001 


Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 











I. Consent Was: 


Date | Location User Value Reason 





Aug-15-2020 09:40:22 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell OBTAINED 
Time (US & Canada) (pfe hlittell) | Date Written Consent Obtained 

Aug/14/2020 





Page 261 of 507 


*** Confidential *** 


FDA-CBER-2021-5683-0045400 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History 

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Subject ID 


Date Location User Value | Reason 





Aug-15-2020 09:39:18 ACVOPFEINFP6000 | auto calc | Data Entry: Item copied from 
(UTC-07:00) Mountain (autocalc) | 10061040 previous form 


Time (US & Canada) 


2. Birth Date: 


Date | Location | User Value Reason 








Aug-15-2020 09:39:14 ACVOPFEINFP6000 | auto calc | Data Entry: Enrollment Entry 
(UTC-07:00) Mountain (autocalc) | (6)(6)/1994 

Time (US & Canada) 

3. Sex: 

Date | Location User Value Reason 
Aug-15-2020 09:40:50 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell FEMALE 

Time (US & Canada) (pfe hlittell) 


4. Ethnicity: 


Date | Location User Value Reason 





Aug-15-2020 09:40:50 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NOT HISPANIC OR LATINO(A) 
Time (US & Canada) (pfe hlittell) |} OR OF SPANISH ORIGIN 


| 5. Race: (Check X all that apply): 


Date | Location User Value Reason 





Aug-15-2020 09:40:50 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell WHITE 
Time (US & Canada) (pfe hlittell) 
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Header Text: c4591001 
Visit: V1_DAY1_VAX1_L 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: DATE OF VISIT - eCRF Audit Trail History 


Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1. Date of Visit 


Date | Location User Value Reason 





Aug-15-2020 09:41:31 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell Aug/14/2020 
(pfe hlittell) 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Date of Completion/Discontinuation/Death 


Date | Location User Value Reason 





Aug-15-2020 09:42:42 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Aug/14/2020 
Time (US & Canada) (pfe hlittell) 


2. Phase of Disposition: 


Date Location | User Value Reason 











Aug-15-2020 09:42:42 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SCREENING 
Time (US & Canada) 
3. Status: 
Date | Location User Value Reason 
Aug-15-2020 09:42:42 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell COMPLETED 
Time (US & Canada) (pfe hlittell) 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 











la 
Date Location | User Value Reason 





Aug-15-2020 09:43:43 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Line(MH Numbe 1 
Time (US & Canada) r: 

Medical History Migraine heada 

Term: ches 

Start Date: Aug/30/2016 

Ongoing: YES 


l.a Line/MH Number: 


Date Location | User Value Reason 


Aug-15-2020 09:43:43 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 1 
Time (US & Canada) 


1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date | Location User Value Reason 








Aug-15-2020 09:43:43 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Migraine headaches 
Time (US & Canada) (pfe hlittell) 


I.a Start Date: 


Date | Location User Value Reason 





Aug-15-2020 09:43:43 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Aug/30/2016 

Time (US & Canada) (pfe hlittell) 

1.a Ongoing: 





Date | Location User Value Reason 


Aug-15-2020 09:43:43 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell YES 
Time (US & Canada) (pfe hlittell) 


Lb 
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Visit: V1_DAY1_VAX1_L 

Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Header Text: c4591001 


Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History 
Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 








Date Location User Value Reason 





Aug-15-2020 11:46:42 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 


(UTC-07:00) Mountain 
Time (US & Canada) 


Bevan Line/MHN 2 Information 
(pfe.lbevan) | umber: 


Medical His BRCAI1 CANCER 
tory Term: GENE CARRIER 


Start Date: Nov/UNK/2018 


Ongoing: YES 





Aug-15-2020 09:44:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry 
(UTC-07:00) Mountain 
Time (US & Canada) 


(autocalc) | Line/MH Number 2 


Medical History T BRCA1 Posit 


erm: ive 

Start Date: Nov/UNK/20 
18 

Ongoing: YES 
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Header Text: c4591001 

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 











1.b Line/MH Number: 


Date Location | User Value Reason 





Aug-15-2020 09:44:35 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 2 
Time (US & Canada) 








1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date Location User Value Reason 





Aug-15-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Clo | Discrepancy has 
12:28:25 Oracle sed been closed. 
(UTC-07:00) (pfe.PFETMS) 


Mountain Time 
(US & Canada) 





Aug-15-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Changed 
11:46:42 (autoquery) wered. Information 
(UTC-07:00) 


Mountain Time 
(US & Canada) 





Aug-15-2020 ACVOPFEINFP6000 Lindsey Data Entry: | Changed 
11:46:42 Bevan BRCA1 CA _| Information 
(UTC-07:00) (pfe.lbevan) NCER GEN 

Mountain Time E CARRIER 


(US & Canada) 





Aug-15-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Ope | Clarify BRCA1 

11:36:37 Oracle ned POSITIVE as 

(UTC-07:00) (pfe.PFETMS) follows...The term 

Mountain Time appears incomplete. 

(US & Canada) Are you reporting 
BRCA1 GENE 
MUTATION? 
BRCA1 CANCER 
GENE CARRIER? 
BRCA1 GENE 
MUTATION 
ASSAY 
IDENTIFICATION 
TEST POSITIVE? 
BRCA1 POSITIVE 
BREAST 
CANCER? If so, 
update the verbatim 
term as such. 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Otherwise clarify 
and edit the term. 








Thank you. 
Aug-15-2020 ACVOPFEINFP6000 Heather Littell | Data Entry: | Initial Entry 
09:44:35 (pfe hlittell) BRCAI Posit 
(UTC-07:00) ive 
Mountain Time 
(US & Canada) 
1.b Start Date: 
Aug-15-2020 09:44:35 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Nov/UNK/2018 
Time (US & Canada) (pfe hlittell) 
1.b Ongoing: 





Date | Location User Value Reason 
Aug-15-2020 09:44:35 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell YES 

Time (US & Canada) (pfe hlittell) 


lic 
Date Location | User Value Reason 








Aug-15-2020 09:48:06 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Line(MHN 3 
Time (US & Canada) umber: 


Medical His Intermittent muscle s 
tory Term: pasm neck and back 


Start Date: Aug/23/2019 
Ongoing: YES 
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Header Text: c4591001 

Visit: V1_DAY1_VAX1_L 

Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History 
Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1.c Line/MH Number: 


Date Location | User Value Reason 





Aug-15-2020 09:48:06 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(autocalc) |3 





1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date | Location User Value Reason 





Aug-15-2020 09:48:06 
(UTC-07:00) Mountain 
Time (US & Canada) 


I.c Start Date: 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell Intermittent muscle spasm neck an 


(pfe hlittell) | d back 





Date | Location User Value Reason 





Aug-15-2020 09:48:06 
(UTC-07:00) Mountain 
Time (US & Canada) 


1.c Ongoing: 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell Aug/23/2019 
(pfe hlittell) 


Date | Location User Value Reason 





Aug-15-2020 09:48:06 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell YES 
(pfe hlittell) 


ld 
Date Location | User Value Reason 





Aug-15-2020 09:48:50 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | auto calc 


Data Entry: Initial Entry 


(autocalc) | Line/MH Num 4 


ber: 

Medical Histor Disorder of trigem 
y Term: inal nerve 

Start Date: Aug/16/2019 
Ongoing: YES 
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1.d Line/MH Number: 


Date Location | User Value Reason 


ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(autocalc) | 4 


Aug-15-2020 09:48:50 
(UTC-07:00) Mountain 
Time (US & Canada) 








1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date | Location User Value Reason 


Aug-15-2020 09:48:50 
(UTC-07:00) Mountain 
Time (US & Canada) 


1.d Start Date: 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell Disorder of trigeminal nerve 
(pfe hlittell) 





Date | Location User Value Reason 


Aug-15-2020 09:48:50 
(UTC-07:00) Mountain 
Time (US & Canada) 


1.d Ongoing: 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell Aug/16/2019 
(pfe hlittell) 


Date | Location User Value Reason 


ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell YES 
(pfe hlittell) 


Aug-15-2020 09:48:50 
(UTC-07:00) Mountain 
Time (US & Canada) 


l.e 








Date Location User Value Reason 


Sep-16-2020 08:22:56 
(UTC-07:00) Mountain 
Time (US & Canada) 


Aug-15-2020 09:49:24 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Heather 


ACVOPFEINFP6000_ | auto calc 





Data Entry: clarification 


Littell Line/MH Num 5 
(pfe hlittell) ber: 


Medical Histor Major depressive 


y Term: disorder 
Start Date: Jul/13/2018 
Ongoing: YES 





Data Entry: Initial Entry 


(autocalc) | Line/MH Nu 5 
mber: 
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1.e Line/MH Number: 


Medical Histo Mild major depres 
ry Term: sive disorder 


Start Date: = Jul/13/2018 
Ongoing: YES 


Date Location | User Value Reason 





Aug-15-2020 09:49:24 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(autocalc) | 5 








1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date Location User Value Reason 


ACVOPFEINFP6000_ | Heather 





Sep- 16-2020 08:22:56 
(UTC-07:00) Mountain 
Time (US & Canada) 


Data Entry: clarification 
Littell Major depressive disorder 
(pfe hlittell) 





Aug-15-2020 09:49:24 
(UTC-07:00) Mountain 
Time (US & Canada) 


I.e Start Date: 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell Mild major depressive disorder 


(pfe hlittell) 


Date | Location User Value Reason 





Aug-15-2020 09:49:24 
(UTC-07:00) Mountain 
Time (US & Canada) 


1.e Ongoing: 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell Jul/13/2018 
(pfe hlittell) 


Date | Location User Value Reason 





Aug-15-2020 09:49:24 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell YES 
(pfe hlittell) 


Lf 
Date Location | User Value Reason 





Aug-15-2020 09:50:12 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000 | auto calc | Data Entry: 


Initial Entry 


(autocalc) | Line-MHN 6 
umber: 
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Lf Line/MH Number: 


Medical His dorsopathies occipito 
tory Term: -atlanto-axial region 


Start Date: Aug/16/2019 
Ongoing: YES 


Date Location | User Value Reason 


ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(autocalc) | 6 


Aug-15-2020 09:50:12 
(UTC-07:00) Mountain 
Time (US & Canada) 





Lf Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 





Date | Location User Value Reason 


Aug-15-2020 09:50:12 
(UTC-07:00) Mountain 
Time (US & Canada) 


Lf Start Date: 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell dorsopathies occipito-atlanto-axial 


(pfe hlittell) | region 


Date | Location User Value Reason 


Aug-15-2020 09:50:12 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell Aug/16/2019 
(pfe hlittell) 





Lf Ongoing: 


Date | Location User Value Reason 


ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell YES 
(pfe hlittell) 


Aug-15-2020 09:50:12 
(UTC-07:00) Mountain 
Time (US & Canada) 


Lg 


Date Location | User | Value Reason 


Sep-16-2020 14:08:40 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Lindsey 











Data Entry: Transcription Error 


Bevan Line/MH Numbe 7 
(pfe.Ibevan) | y: 


Medical History Intolerance Re 


Term: glan 
Start Date: UNK/UNK/2 
016 
Page 272 of 507 
*** Confidential*** 


FDA-CBER-2021-5683-0045411 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: V1_DAY1_VAX1_L 

Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History 
Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 











Sep-16-2020 08:22:33 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


| | Ongoing: YES 
Heather Data Entry: New Information 
Littell Line/MH Nu 7 


(pfe hlittell) | mber: 


Medical Histo Intolerance Regla 
ry Term: n-jaw locked 


Start Date: © UNK/UNK/2016 
Ongoing: YES 





Sep-11-2020 12:25:02 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


Lindsey Data Entry: Transcription Error 
Bevan Line/MH Numbe 7 


(pfe.Ibevan) | ry: 


Medical History Intolerance Re 





Sep- 10-2020 09:09:45 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


Term: glan 
Start Date: UNK/UNK/2 
016 
Ongoing: YES 
Heather Data Entry: New Information 
Littell Line/MH Nu 7 


(pfe hlittell) mber: 


Medical Hist Intolerance Regla 
ory Term: n Jaw Locked 


Start Date: © UNK/UNK/2016 
Ongoing: YES 





Aug-15-2020 09:51:31 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


auto calc Data Entry: Initial Entry 
(autocalc) | Line/MH Numbe 7 

r: 

Medical History Intolerance Re 


Term: glan 

Start Date: UNK/UNK/2 
016 

Ongoing: YES 





Page 
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1.g Line/MH Number: 


Date Location | User Value Reason 





Aug-15-2020 09:51:31 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 7 
Time (US & Canada) 








1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date Location User Value | Reason 





Sep- 16-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 3: Clos | Discrepancy has 
18:40:13 Oracle ed been closed. 
(UTC-07:00) (pfe.PFETMS) 


Mountain Time 
(US & Canada) 





Sep- 16-2020 ACVOPFEINFP6000 auto query Query 3: Ans | Transcription 
14:08:40 (autoquery) wered Error 
(UTC-07:00) 


Mountain Time 
(US & Canada) 





Sep- 16-2020 ACVOPFEINFP6000 Lindsey Data Entry: Transcription 
14:08:40 Bevan Intolerance Re | Error 
(UTC-07:00) (pfe.lbevan) glan 


Mountain Time 
(US & Canada) 








Sep- 16-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 3: Open | Multiple concepts 

10:34:25 Oracle ed in the term 

(UTC-07:00) (pfe.PFETMS) INTOLERANCE 

Mountain Time REGLAN-JAW 

(US & Canada) LOCKED. Split 
the term into 
INTOLERANCE 
REGLAN and 
JAW LOCKED 
and submit 
separately. Thank 
you. 

Sep- 16-2020 ACVOPFEINFP6000 Heather Littell | Data Entry: New Information 

08:22:33 (pfe.hlittell) Intolerance Re 

(UTC-07:00) glan-jaw locke 

Mountain Time d 


(US & Canada) 
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Sep-12-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Clos | Discrepancy has 
05:30:25 Oracle ed been closed. 
(UTC-07:00) (pfe.PFETMS) 


Mountain Time 
(US & Canada) 





Sep-11-2020 ACVOPFEINFP6000 
12:25:02 

(UTC-07:00) 

Mountain Time 

(US & Canada) 





*** Confidential *** 


auto query Query 2: Ans | Transcription 
(autoquery) wered Error 
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1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


| Date | Location User | Value Reason 

















Sep-11-2020 | ACVOPFEINFP6000 Lindsey Bevan DataE | Transcription 

12:25:02 (pfe.lbevan) ntry: Error 

(UTC-07:00) Intolera 

Mountain nce Reg 

Time (US & lan 

Canada) 

Sep-11-2020 | ACVOPFEINFP6000 Jeffrey Signora Query 1 | duplicate query 

08:47:41 TMSQUERY : Closed | issued due to 

(UTC-07:00) (pfe.signoj01_tmsquery) upgrade to 

Mountain integration 

Time (US & 

Canada) 

Sep-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2 | Multiple 

00:47:01 (pfe.PFETMS) : Opene | concepts in the 

(UTC-07:00) d term 

Mountain INTOLERANCE 

Time (US & REGLAN JAW 

Canada) LOCKED. Split 
the term into 
INTOLERANCE 
REGLAN and 
JAW LOCKED 
and submit 
separately. Thank 
you. 

Sep-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 1 | Multiple 

00:47:01 (pfe.PFETMS) : Opene | concepts in the 

(UTC-07:00) d term 

Mountain INTOLERANCE 

Time (US & REGLAN JAW 

Canada) LOCKED. Split 
the term into 
INTOLERANCE 
REGLAN and 
JAW LOCKED 
and submit 


separately. Thank 


you. 
| Sep- 10-2020 | ACVOPFEINFP6000 Heather Littell | DataE | New Information 
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09:09:45 (pfe.hlittell) ntry: 

(UTC-07:00) Intolera 
Mountain nce Reg 
Time (US & lan Jaw 
Canada) Locked 










Aug-15-2020 | ACVOPFEINFP6000 Heather Littell DataE | Initial Entry 
09:51:31 (pfe.hlittell) ntry: 

(UTC-07:00) Intolera 

Mountain nce Reg 

Time (US & lan 


Canada) 


1.g Start Date: 
Aug-15-2020 09:51:31 ACVOPFEINFP6000_ | Heather 


(UTC-07:00) Mountain Littell 
Time (US & Canada) (pfe hlittell) 


Data Entry: Initial Entry 


UNK/UNK/2016 


1.g Ongoing: 


| Date Location User Value Reason 


Aug-15-2020 09:51:31 


ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell YES 
Time (US & Canada) (pfe hlittell) 


Lh 
Date Location User | Value Reason 


ACVOPFEINFP6000 | auto calc | Data Entry: 
(autocalc) | Line/MH Number: 8 
Medical History Te Obesity 









Sep-10-2020 09:15:21 
(UTC-07:00) Mountain 
Time (US & Canada) 


Initial Entry 


rm: 

Start Date: UNK/UNK/2 
018 

Ongoing: YES 
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1.h Line/MH Number: 


Date Location User | Value Reason 


ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(autocalc) | 8 


Sep-10-2020 09:15:21 
(UTC-07:00) Mountain 
Time (US & Canada) 








1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date Location | User | Value Reason 


Sep-10-2020 09:15:21 
(UTC-07:00) Mountain 
Time (US & Canada) 


I.h Start Date: 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell Obesity 


(pfe hlittell) 





Date Location | User | Value Reason 


Sep- 10-2020 09:15:21 
(UTC-07:00) Mountain 
Time (US & Canada) 


1.h Ongoing: 


ACVOPFEINFP6000_ |} Heather 





Data Entry: Initial Entry 
Littell UNK/UNK/2018 


(pfe hlittell) 


Date Location | User | Value Reason 


ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell YES 
(pfe hlittell) 


Sep-10-2020 09:15:21 
(UTC-07:00) Mountain 
Time (US & Canada) 


Li 


Jan-19-2021 11:59:17 


(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Emily 








Date Location User Value | Reason 





Data Entry: Transcription Error 


Wilcox Line/MH Numb 9 
(pfe.ewilcox) | er: 


Medical History Recurring tons 


Term: ilitis 
Start Date: UNK/UNK/20 
18 
Ongoing: NO 
End Date: 
Dec/28/202 
0 
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Jan- 19-2021 09:23:14 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





*** Confidential *** 


(autocalc) Line/MH Numbe 9 
r: 
Medical History Chronic Tonsi 
Term: litis 
Start Date: UNK/UNK/2 
018 
Ongoing: NO 
End Date: 


Dec/28/20 
20 
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1.i Line/MH Number: 


Date Location User | Value Reason 


ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(autocalc) | 9 


Jan-19-2021 09:23:14 
(UTC-07:00) Mountain 
Time (US & Canada) 











1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies: 


Date Location | User | Value Reason 


ACVOPFEINFP6000 | Daria Madar | Query 1: Closed 





Jan-21-2021 02:44:26 Response satisfies 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


(UTC-07:00) Mountain 


Jacobson 


query 


Time (US & Canada) 


Jan-20-2021 11:10:23 
(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-20-2021 05:50:46 
(UTC-07:00) Mountain 
Time (US & Canada) 


Jan-19-2021 11:59:17 
(UTC-07:00) Mountain 
Time (US & Canada) 


Jan-19-2021 09:23:14 
(UTC-07:00) Mountain 
Time (US & Canada) 


1.i Start Date: 


(pfe.madard) 





ACVOPFEINFP6000_ | Emily Query 1: Answered Confirmed in source 

Wilcox that delay criteria 

(pfe.ewilcox) was assessed 
appropriately and 
subject did not meet 
delay criteria due to 
acute febrile illness 
at any time. 





ACVOPFEINFP6000 | Daria Madar | Query 1: Opened 
Jacobson 
(pfe.madard) 


GPDCLIN: please 
confirm that there 
was no acute febrile 
illness prior to 
enrollments that 
meets temporary 
delay criteria as 
specified in section 
5.5 of the protocol. 





ACVOPFEINFP6000_ | Emily Data Entry: 
Wilcox Recurring tonsilitis 
(pfe.ewilcox) 


Transcription Error 





ACVOPFEINFP6000_ | Emily Data Entry: 
Wilcox Chronic Tonsilitis 
(pfe.ewilcox) 


Initial Entry 


Date | Location | User Value Reason 


Jan-19-2021 09:23:14 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Emily Data Entry: 
Wilcox UNK/UNK/2018 
(pfe.ewilcox) 


Initial Entry 
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1.i Ongoing: 
Date | Location | User Value Reason 
Jan- 19-2021 09:23:14 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) | End Date: 

Dec/28/2020 
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1. Date: 

Date | Location User Value Reason 
Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Aug/14/2020 

Time (US & Canada) (pfe hlittell) 

2. Weight: 

Date | Location User Value Reason 
Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell 168.0 

Time (US & Canada) (pfe hlittell) 


3. Unit: 


Date | Location User Value Reason 


Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell LB 
Time (US & Canada) (pfe hlittell) 


4. Height: 


Date | Location User Value Reason 


Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell 60.0 
Time (US & Canada) (pfe hlittell) 


| 5. Unit: 


Date | Location User Value Reason 


Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell in 
Time (US & Canada) (pfe hlittell) 


6. Body Mass Index: 


Date Location | User Value Reason 


Aug-15-2020 09:52:31 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 32.8 
Time (US & Canada) 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





7.a 
Date | Location User Value Reason 





Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Record Identifier:: 1 
Time (US & Canada) (pfe hlittell) Temperature: 97.9 


Temperature Unit: F 


Temperature Locat ORAL CAVI 
ion:: TY 





7.a Record Identifier: 


Date | Location User Value Reason 


Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell 1 
Time (US & Canada) (pfe hlittell) 


7.a Temperature: 


Date | Location User Value Reason 


Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell 97.9 
Time (US & Canada) (pfe hlittell) 


7.a Unit: 


Date | Location User Value Reason 


Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell F 
Time (US & Canada) (pfe hlittell) 


7.a Temperature Location: 


Date | Location User Value Reason 

















Aug-15-2020 09:52:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell ORAL CAVITY 
Time (US & Canada) (pfe hlittell) 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Lab Panel: 

Date Location | User Value Reason 
Aug-15-2020 09:53:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | URINALYSIS 


Time (US & Canada) 


2. Lab Sub-Panel: 


Date Location | User Value Reason 





Aug- 15-2020 09:53:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | PREGNANCY 


Time (US & Canada) 


3. Collection Date: 


Date | Location User Value Reason 





Aug-15-2020 09:53:04 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Aug/14/2020 
Time (US & Canada) (pfe hlittell) 


4. Laboratory Name and Address (Derived) 


Date Location | User Value Reason 





Aug-15-2020 09:53:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | STUDY SITE 


Time (US & Canada) 


5. Specimen Type: 


Date Location | User Value Reason 





Aug-15-2020 09:53:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | URINE 


Time (US & Canada) 


6.a 
Date Location | User Value Reason 





Aug-15-2020 09:53:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Sponsor-Defin 113 
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Header Text: c4591001 
Visit: V1 DAY1_VAX1_L 


Form Version: 30-Jul-2020 21:27 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Time (US & Canada) 


6.a Sponsor ID: 


Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


ed Identifier: 

Test:: Choriogonadotrop 
in Beta_PX113 

Result:: NEGATIVE 

Not Done:: 


Date Location | User Value Reason 





Aug-15-2020 09:53:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 113 
Time (US & Canada) 


6.a Test: 


Date | Location User Value Reason 





(UTC-07:00) Mountain 


Aug-15-2020 09:53:04 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell Choriogonadotropin Beta_PX113 
(pfe hlittell) 


Time (US & Canada) 





6.a Result: 


Date | Location User Value Reason 





(UTC-07:00) Mountain 
Time (US & Canada) 


Aug-15-2020 09:53:04 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell NEGATIVE 
(pfe hlittell) 
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Header Text: c4591001 

Visit: V1_DAY1_VAX1_L 

Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Form: RANDOMIZATION - eCRF Audit Trail History 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1. Randomization Date : 


Date | Location User Value Reason 


Aug-15-2020 09:53:17 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Randomization Number: 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell Aug/14/2020 
(pfe hlittell) 


Date | Location User Value Reason 


Aug-15-2020 09:53:17 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell 50870 
(pfe hlittell) 
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Header Text: c4591001 
Visit: V1_DAY1_VAX1_L 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location | User Value Reason 





Aug-15-2020 09:54:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 


ACVOPFEINFP6000 | auto calc | Data Entry: 


Initial Entry 
(autocalc) | SITE 


Date Location | User Value Reason 





Aug-15-2020 09:54:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


3. Sample Collected? 


Date Location User Value Reason 


ACVOPFEINFP6000 | auto calc | Data Entry: 


Initial Entry 
(autocalc) | SERUM 





Aug-15-2020 09:55:08 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | auto query | Query 1: Deleted 


Close Auto Query 
(autoquery) 





Aug-15-2020 09:54:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | auto query | Query 1: Candidate 


‘Sample Collected?’ 
is Yes, however no 
barcodes are entered. 
Please review and 


(autoquery) 





Aug-15-2020 09:54:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Heather 


correct as 
appropriate. 
Data Entry: Initial Entry 
Littell YES 


(pfe hlittell) | Date of Collection: 


Aug/14/2020 


5.a 
Date | Location User Value Reason 





Aug-15-2020 09:55:08 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell Sample ID: BHV2SP 
(pfe hlittell) 
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Header Text: c4591001 














Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

5.a Sample ID 

Date | Location User Value Reason 

Aug-15-2020 09:55:08 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 

(UTC-07:00) Mountain Littell BHV2SP 

Time (US & Canada) (pfe hlittell) 

5.b 

Date | Location User Value Reason 

Aug-15-2020 09:55:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 

(UTC-07:00) Mountain Littell Sample ID: BHV2SR 

Time (US & Canada) (pfe hlittell) 

5.b Sample ID 

Date | Location User Value Reason 

Aug-15-2020 09:55:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 

(UTC-07:00) Mountain Littell BHV2SR 

Time (US & Canada) (pfe hlittell) 


5.c 
Date | Location User Value Reason 

















Aug-15-2020 09:55:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Sample ID: BHV2SS 
Time (US & Canada) (pfe hlittell) 
5.c Sample ID 
| Date | Location | User | Value | Reason 
Aug-15-2020 09:55:31 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell BHV2SS 
Time (US & Canada) (pfe hlittell) 
5.d 
Date | Location User Value Reason 
Aug-15-2020 09:55:51 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Sample ID: BLZ8CH 
Time (US & Canada) (pfe hlittell) 
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Header Text: c4591001 
Visit: V1_DAY1_VAX1_L 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





5.d Sample ID 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date | Location User Value Reason 





Aug-15-2020 09:55:51 
(UTC-07:00) Mountain 
Time (US & Canada) 


5.e 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell BLZ8CH 


(pfe hlittell) 





Date | Location User Value Reason 





Aug-15-2020 09:56:01 
(UTC-07:00) Mountain 
Time (US & Canada) 


5.e Sample ID 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 


Littell Sample ID: BLZ8CJ 
(pfe hlittell) 


Date | Location User Value Reason 





Aug-15-2020 09:56:01 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell BLZ8CJ 
(pfe hlittell) 
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Header Text: c4591001 
Visit: V1_DAY1_VAX1_L 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location | User Value Reason 


Aug-15-2020 09:56:35 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 


ACVOPFEINFP6000 | autocalc | Data Entry: 





Initial Entry 
(autocalc) | SITE 


Date Location | User Value Reason 


Aug-15-2020 09:56:35 
(UTC-07:00) Mountain 
Time (US & Canada) 


3. Sample Collected? 


Date Location User Value Reason 


Aug-15-2020 09:56:53 
(UTC-07:00) Mountain 
Time (US & Canada) 


Aug-15-2020 09:56:35 
(UTC-07:00) Mountain 
Time (US & Canada) 


Aug-15-2020 09:56:35 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | autocalc | Data Entry: 


ACVOPFEINFP6000 | auto query | Query 1: Deleted 


ACVOPFEINFP6000 | auto query | Query 1: Candidate 


ACVOPFEINFP6000_ | Heather 





Initial Entry 
(autocalc) | NASAL_SWAB 





Close Auto Query 
(autoquery) 





‘Sample Collected?’ 
is Yes, however no 
barcodes are entered. 
Please review and 


(autoquery) 





correct as 
appropriate. 
Data Entry: Initial Entry 
Littell YES 


(pfe hlittell) | Date of Collection: 


Aug/14/2020 


5.a 
Date | Location User Value Reason 


Aug-15-2020 09:56:53 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Heather 





Data Entry: Initial Entry 
Littell Sample ID: BHV2N7 
(pfe hlittell) 
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Header Text: c4591001 

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

5.a Sample ID 

Date | Location User Value Reason 

Aug-15-2020 09:56:53 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 

(UTC-07:00) Mountain Littell BHV2N7 

Time (US & Canada) (pfe hlittell) 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 








1. Was there a temporary delay of vaccination? 


Date | Location User Value Reason 


Aug-15-2020 09:58:15 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NO 
Time (US & Canada) (pfe hlittell) 


2. Treatment Name 


Date Location | User Value Reason 








Aug-15-2020 09:58:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | BLINDED THERAPY 


Time (US & Canada) 


3. Formulation: 


Date Location | User Value Reason 





Aug-15-2020 09:58:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | INJECTION 


Time (US & Canada) 


4. Dose Date Time: 


Date | Location User Value Reason 














Aug-21-2020 03:38:58 ACVOPFEINFP6000_ | Avinash Query 1: Closed UNPLANNED visit 
(UTC-07:00) Mountain Gawas updated 

Time (US & Canada) (pfe.gawasa) 

Aug-20-2020 12:47:06 ACVOPFEINFP6000_ | Lindsey Query 1: Answered Changed data per 
(UTC-07:00) Mountain Bevan query 

Time (US & Canada) (pfe.Ibevan) 

Aug-18-2020 21:18:19 ACVOPFEINFP6000_ | Avinash Query 1: Reissued:Opened PDQ: Requery: 
(UTC-07:00) Mountain Gawas Thank you for 
Time (US & Canada) (pfe.gawasa) confirming Contact 


was made with 
participant. Per 
section 8.43 CRF 
Completion 
Requirements, please 
consider updating 
UNPLANNED VISIT 
form and select the 
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Header Text: c4591001 

Visit: V1_DAY1_VAX1_L 

Form Version: 22-Apr-2020 21:04 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: VACCINATION - eCRF Audit Trail History 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 








Aug-18-2020 12:41:39 
(UTC-07:00) Mountain 
Time (US & Canada) 





Aug-18-2020 03:21:43 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Lindsey 


ACVOPFEINFP6000_ |} Avinash 


appropriate Contact 
Outcome option 
present on 
UNPLANNED VISIT 
(UNPL) CRF. 


Query 1: Answered Contact was made 
Bevan with participant. She 
(pfe.Ibevan) reported a migraine 
headache which is 
baseline for her. See 
MedHx 


Query 1: Opened 


PDQ: Subject has 
Gawas reported severe 


(pfe.gawasa) symptoms/reaction in 
eDiary data on 
16Aug2020. Please 
confirm if an 
UNPLANNED 
contact was made and 


update the data as 





Aug-15-2020 09:58:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


5. Anatomical Location: 


ACVOPFEINFP6000 | Heather 


appropriate. 
Data Entry: Initial Entry 
Littell Aug/14/2020 18:17 
(pfe hlittell) 


Date Location | User Value Reason 





Aug-15-2020 09:58:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


6. Body Side: 


ACVOPFEINFP6000_ | auto calc 


Data Entry: Initial Entry 


(autocalc) }| DELTOID MUSCLE 


Date | Location User Value Reason 





Aug-15-2020 09:58:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


7. Route: 


ACVOPFEINFP6000_ | Heather 


Data Entry: Initial Entry 
Littell LEFT 
(pfe hlittell) 


Date Location | User Value Reason 


Aug-15-2020 09:58:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
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Header Text: c4591001 

Visit: V1_DAY1_VAX1_L 

Form Version: 22-Apr-2020 21:04 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Form: VACCINATION - eCRF Audit Trail History 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Time (US & Canada) 


(UTC-07:00) Mountain | 


10. Timeframe Subject Was Observed 


(autocalc) 








INTRAMUSCULAR | 


Date Location | User Value Reason 


Aug-15-2020 09:58:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





(autocalc) | THE PROTOCOL SPECIFIED OB 
SERVATION PERIOD 


11. Was the subject observed for at least the protocol specified observation period after investigational product 


administration? 


Date | Location User Value Reason 


Aug-15-2020 09:58:15 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
Littell YES 
(pfe hlittell) 


(UTC-07:00) Mountain 
Time (US & Canada) 
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Header Text: c4591001 


Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History 
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 











1. Select appropriate response - Reactogenicity diary collection 


Date | Location User Value Reason 





Aug-15-2020 09:58:28 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell YES - REACTOGENICITY E-DI 
Time (US & Canada) (pfe hlittell) | ARY COLLECTED FOR THIS S 

UBJECT 
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Header Text: c4591001 


Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Date of Visit 
Date Location User Value | Reason 























Sep-30-2020 03:54:07 ACVOPFEINFP6000_ | Nancy Query 1: Closed Per PI confirmation 
(UTC-07:00) Mountain Vedamuthu 
Time (US & Canada) (pfe.vedamn) 















Sep-29-2020 04:15:09 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Nancy 
Vedamuthu 


(pfe.vedamn) 


Query 1: Reissued:Candidate Added to DM Ops 
tracker. Kindly 
review the Ops 
tracker and take 


appropriate action. 





























COVID Illness visit 
deemed not necessary 
per investigator 





















ACVOPFEINFP6000 | Lindsey 
Bevan 


(pfe.lbevan) 


Sep-28-2020 11:44:57 Query 1: Answered 
(UTC-07:00) Mountain 


Time (US & Canada) 





Sep-28-2020 11:07:43 ACVOPFEINFP6000 | Sonali shah Query 1: Opened 
(UTC-07:00) Mountain (pfe.shahs132) 
Time (US & Canada) 


As per Illness ediary 
records, subject 
reported "Yes" for the 
question "Have you 
experienced any of 
the following?” for 
the COVID-19 
symptoms or 
diagnosis on 
11SEP2020 
&22SEP2020.But 
there is no COVID 
Illness visit reported 
in the database. 
Please clarify 





Sep-04-2020 17:33:32 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Sep/4/2020 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 


1. Were medications to treat fever/pain given on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 














Sep-04-2020 17:35:07 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
2.a 
Date Location | User Value | Reason 
Sep-04-2020 17:35:07 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: FE 
Time (US & Canada) (pfe.cbostock) VE 

R 


Were fever or systemic sym N 
ptoms present on the last d O 
ay the Subject Diary was c 








ompleted?: 
2.a Symptom: 
Date Location | User Value | Reason 
Sep-04-2020 17:35:07 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock FEVER 
Time (US & Canada) (pfe.cbostock) 





2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 











Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
2.b 
Date Location | User Value | Reason 
Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: FA 
Time (US & Canada) (pfe.cbostock) TI 
GU 
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Header Text: c4591001 





Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
E 


Were fever or systemic sy NO 
mptoms present on the last 
day the Subject Diary was 








completed?: 
2.b Symptom: 
Date Location | User Value | Reason 
Sep-04-2020 17:35:07 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock FATIGUE 
Time (US & Canada) (pfe.cbostock) 


2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 








Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 


2.c 
Date | Location User | Value | Reason 





Sep-04-2020 17:35:07 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: HEADAC 
Time (US & Canada) (pfe.cbostock) HE 


Were fever or system YES 

ic symptoms present Ongoing 
on the last day the Su? 

bject Diary was comp 

leted?: NO 


020 
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Header Text: c4591001 
Visit: V2_VAX2_L 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





2.c Symptom: 


Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 


Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock HEADACHE 
(pfe.cbostock) 


2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed? 





Date Location User Value Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


2d 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock YES 


(pfe.cbostock) | Ongoing? 
NO 
Stop Date: 


Aug/2 1/2020 





Date Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential*** 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Symptom:: CH 
(pfe.cbostock) IL 
LS 


Were fever or systemic sym NO 
ptoms present on the last d 

ay the Subject Diary was c 
ompleted?: 
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Header Text: c4591001 
Visit: V2_VAX2_L 


Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 


Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


2.d Symptom: 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock CHILLS 
(pfe.cbostock) 


2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed? 





Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


2.e 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 





Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Symptom:: vO 
(pfe.cbostock) MIT 
ING 


Were fever or systemic sy NO 
mptoms present on the las 

t day the Subject Diary w 

as completed?: 





2.e Symptom: 


Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock VOMITING 
(pfe.cbostock) 





2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


2f 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 





Date Location | User Value | Reason 
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Header Text: c4591001 
Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: DIA 
Time (US & Canada) (pfe.cbostock) RR 
HE 
A 


Were fever or systemic sy NO 
mptoms present on the las 

t day the Subject Diary w 

as completed?: 








2.f Symptom: 

Date Location | User Value | Reason 
Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock DIARRHEA 

Time (US & Canada) (pfe.cbostock) 





2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 











Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
2. 
Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: NEW OR 
Time (US & Canada) (pfe.cbostock) WORSE 
NED MU 
SCLE PAI 
N 


Were fever or syste NO 
mic symptoms prese 

nt on the last day the 
Subject Diary was co 
mpleted?: 
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Header Text: c4591001 
Visit: V2_VAX2_L 


Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 


Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


2.g Symptom: 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NEW OR WORSENED MUSCL 


(pfe.cbostock) | E PAIN 


2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed? 





Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. 


<—— 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 





h 
ate | Location | User | Value Reason 





ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
Bostock Symptom:: NEW OR 
(pfe.cbostock) WORSE 
NED JOI 
NT PAIN 


Were fever or system NO 
ic symptoms present 

on the last day the Su 
bject Diary was com 
pleted?: 





2.h Symptom: 


Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NEW OR WORSENED JOINT P 


(pfe.cbostock) | AIN 





2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 


Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 
Page 302 of 507 
*** Confidential*** 


FDA-CBER-2021-5683-0045441 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: V2_VAX2_L 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





3. Injection Site Location: 


Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 


Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


Date Location User | Value Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


4. Injection Site Body Side: 


ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(autocalc) | DELTOID MUSCLE 





Date Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


5. 


—=——— 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock LEFT 
(pfe.cbostock) 





a 
ate Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Injection Site Reaction:: RE 
(pfe.cbostock) DN 
ESS 


Were injection site reactio NO 
ns present on the last day t 

he Subject Diary was com 
pleted?: 





5.a Injection Site Reaction: 


Date Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock REDNESS 
(pfe.cbostock) 





5.a Were injection site reactions present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


5. 


—— 


*** Confidential *** 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 





b 
ate | Location | User | Value Reason 
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Header Text: c4591001 








Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
Sep-04-2020 17:35:07 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Injection Site Reaction:: SWE 
Time (US & Canada) (pfe.cbostock) LLI 
NG 


Were injection site reactio NO 
ns present on the last day 

the Subject Diary was co 
mpleted?: 


5.b Injection Site Reaction: 


Date Location | User Value | Reason 





Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock SWELLING 
Time (US & Canada) (pfe.cbostock) 


5.b Were injection site reactions present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 














Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
5.c 
Date Location | User Value | Reason 
Sep-04-2020 17:35:07 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Injection Site Reaction PAIN A 
Time (US & Canada) (pfe.cbostock) | :: T INJE 

CTION 

SITE 


Were injection site rea NO 
ctions present on the la 

st day the Subject Diar 

y was completed?: 
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Header Text: c4591001 
Visit: V2_VAX2_L 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





5.c Injection Site Reaction: 


Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 


Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock PAIN AT INJECTION SITE 
(pfe.cbostock) 


5.c Were injection site reactions present on the last day the Subject Diary was completed? 





Date Location | User Value | Reason 





Sep-04-2020 17:35:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 
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Header Text: c4591001 

Visit: V2_VAX2_L 

Form Version: 21-Aug-2020 02:51 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Form: VITAL SIGNS - TEMP - eCRF Audit Trail History 
Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





I. Date: 


(UTC-07:00) Mountain 


Date Location | User Value | Reason 





Sep-04-2020 17:35:30 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Sep/4/2020 
(pfe.cbostock) 


Time (US & Canada) 


2.a 
Date Location | User Value | Reason 


(UTC-07:00) Mountain 
Time (US & Canada) 





Sep-04-2020 17:35:30 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Record Identifier: 1 
(pfe.cbostock) | : 
Temperature: 98.2 


Temperature Unit F 


Temperature Loca ORAL CAV 
tion:: ITY 





2.a Record Identifier: 


Date Location | User Value | Reason 


(UTC-07:00) Mountain 
Time (US & Canada) 





Sep-04-2020 17:35:30 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock 1 
(pfe.cbostock) 





2.a Temperature: 


Date Location | User Value | Reason 


(UTC-07:00) Mountain 





Sep-04-2020 17:35:30 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock 98.2 
(pfe.cbostock) 


Time (US & Canada) 





2.a Unit: 


Date Location | User Value | Reason 


(UTC-07:00) Mountain 
Time (US & Canada) 





Sep-04-2020 17:35:30 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
Bostock F 
(pfe.cbostock) 
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Header Text: c4591001 

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History 
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 











2.a Temperature Location: 


Date Location | User Value | Reason 





Sep-04-2020 17:35:30 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock ORAL CAVITY 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 


Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Lab Panel: 

Date Location User | Value Reason 
Sep-04-2020 17:35:46 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | URINALYSIS 


Time (US & Canada) 


2. Lab Sub-Panel: 


Date Location User | Value Reason 





Sep-04-2020 17:35:46 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | PREGNANCY 


Time (US & Canada) 


3. Collection Date: 


Date Location | User Value | Reason 





Sep-04-2020 17:35:46 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Sep/4/2020 
Time (US & Canada) (pfe.cbostock) 


4. Laboratory Name and Address (Derived) 


Date Location User | Value Reason 





Sep-04-2020 17:35:46 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | STUDY SITE 


Time (US & Canada) 


5. Specimen Type: 


Date Location User | Value Reason 
Sep-04-2020 17:35:46 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) }| URINE 

Time (US & Canada) 


6.a 
Date Location User | Value Reason 








Sep-04-2020 17:35:46 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Sponsor-Defin 113 
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Header Text: c4591001 
Visit: V2_VAX2_L 


Form Version: 30-Jul-2020 21:27 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Time (US & Canada) 


6.a Sponsor ID: 


Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


ed Identifier: 

Test:: Choriogonadotrop 
in Beta_PX113 

Result:: NEGATIVE 

Not Done:: 


Date Location User | Value Reason 





Sep-04-2020 17:35:46 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 113 
Time (US & Canada) 


6.a Test: 





Date Location | User Value | Reason 





(UTC-07:00) Mountain 


Sep-04-2020 17:35:46 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Choriogonadotropin Beta_PX113 
(pfe.cbostock) 


Time (US & Canada) 





6.a Result: 


Date Location | User Value | Reason 





(UTC-07:00) Mountain 
Time (US & Canada) 


Sep-04-2020 17:35:46 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NEGATIVE 
(pfe.cbostock) 
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Header Text: c4591001 
Visit: V2_VAX2_L 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location User | Value Reason 


Sep-04-2020 17:35:53 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 





(autocalc) | SITE 


Date Location User | Value Reason 


Sep-04-2020 17:35:53 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





(autocalc) | NASAL_SWAB 





3. Sample Collected? 


Date Location User Value | Reason 








Sep-08-2020 13:30:52 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query 
(UTC-07:00) Mountain 
Time (US & Canada) 





(UTC-07:00) Mountain 


(autoquery) 





Sep-07-2020 00:01:22 ACVOPFEINFP6000_ | Nancy Query 1: Opened ‘Sample Collected?’ 
Vedamuthu is Yes, however no 
(pfe.vedamn) barcodes are 


Time (US & Canada) 


entered. Please 
review and correct 
as appropriate. 





Sep-04-2020 17:35:53 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain 
Time (US & Canada) 


(autoquery) is Yes, however no 
barcodes are 
entered. Please 
review and correct 
as appropriate. 





Sep-04-2020 17:35:53 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


5.a 


Bostock YES 
(pfe.cbostock) | Date of Collection: 


Sep/4/2020 
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Header Text: c4591001 
Visit: V2_VAX2_L 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location | User Value | Reason 





Sep-08-2020 13:30:52 
(UTC-07:00) Mountain 
Time (US & Canada) 


5.a Sample ID 


ACVOPFEINFP6000_ | Colby 


Data Entry: Initial Entry 
Bostock Sample ID: BCT8GP 
(pfe.cbostock) 


Date Location | User Value | Reason 





Sep-08-2020 13:30:52 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential*** 


ACVOPFEINFP6000_ | Colby 


Data Entry: Initial Entry 
Bostock BCT8GP 
(pfe.cbostock) 
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Header Text: c4591001 


Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Was there a temporary delay of vaccination? 


Date Location | User Value | Reason 





Sep-04-2020 17:36:13 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 


2. Treatment Name 


Date Location User | Value Reason 





Sep-04-2020 17:36:13 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | BLINDED THERAPY 


Time (US & Canada) 


3. Formulation: 


Date Location User | Value Reason 





Sep-04-2020 17:36:13 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | INJECTION 


Time (US & Canada) 


4. Dose Date Time: 


Date Location | User Value | Reason 








Sep-04-2020 17:36:13 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Sep/4/2020 17:35 
Time (US & Canada) (pfe.cbostock) 


| 5. Anatomical Location: 


Date Location User | Value Reason 





Sep-04-2020 17:36:13 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE 


Time (US & Canada) 








6. Body Side: 
Date Location | User Value | Reason 
Sep-04-2020 17:36:13 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock LEFT 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 








Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

7. Route: 

Date Location User | Value Reason 
Sep-04-2020 17:36:13 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | INTRAMUSCULAR 


Time (US & Canada) 


10. Timeframe Subject Was Observed 


Date Location User | Value Reason 





Sep-04-2020 17:36:13 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | THE PROTOCOL SPECIFIED OB 
Time (US & Canada) SERVATION PERIOD 


11. Was the subject observed for at least the protocol specified observation period after investigational product 
administration? 


Date Location | User Value | Reason 


Sep-04-2020 17:36:13 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock YES 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 


Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Date of Visit 
Date Location User Value | Reason 



























Oct-15-2020 03:42:45 ACVOPFEINFP6000_ | Nancy Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Vedamuthu query 
Time (US & Canada) (pfe.vedamn) 












Oct-12-2020 17:04:55 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Lindsey Bevan | Query 1: Answered 


(pfe.lbevan) 


Subject diagnosed 
with Strep throat 
prior to notifying 
site of symptoms. 
Diagnosis captured 
per guidelines. See 
AEI 



















Oct-07-2020 08:15:15 ACVOPFEINFP6000_ | Swaranjali Query 1: Opened As per Illness ediary 







(UTC-07:00) Mountain Subhash records, subject 
Time (US & Canada) Pawar reported "Yes" for 
(pfe.pawars01) the question "Have 






you experienced any 
of the following?” 
for the COVID-19 
symptoms or 
diagnosis on 
11SEP2020. But 
there is no COVID 
Illness visit reported 
in the database. 
Please clarify. 

















Oct-02-2020 17:33:14 ACVOPFEINFP6000_ | Colby Bostock | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.cbostock) | Oct/2/2020 


Time (US & Canada) 


2. Erroneous Visit 


Date Location User Value | Reason 











Oct-15-2020 03:35:50 ACVOPFEINFP6000_ | Nancy Query 1: Closed Data recorded per 
(UTC-07:00) Mountain Vedamuthu query 
Time (US & Canada) (pfe.vedamn) 
Oct-12-2020 17:04:07 ACVOPFEINFP6000 | Lindsey Query 1: Answered To be captured as 
(UTC-07:00) Mountain Bevan COVID illness 
Time (US & Canada) (pfe.lbevan) 
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Site No: 1006 





Header Text: c4591001 
Visit: V3, MONTH1_POSTVAX2_L 
Form Version: 22-Apr-2020 21:02 


Subject No: 10061040 
Generated By: pfe.levissc 


Form: DATE OF VISIT - eCRF Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 











Oct-09-2020 09:19:36 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Sonali shah Query 1: Opened 


(pfe.shahs132) 





As per Illness ediary 
records, subject 
reported "Yes" for 
the question "Have 
you experienced any 
of the following?” 
for the COVID-19 
symptoms or 
diagnosis on 
22SEP2020. But 
there is no COVID 
Illness visit reported 
in the database. 
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Header Text: c4591001 
Visit: V3, MONTH1 POSTVAX2_L 


Form Version: 30-Jul-2020 21:30 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


1. Were medications to treat fever/pain given on the last day the Subject Diary was completed? 





Date Location | User Value | Reason 


(UTC-07:00) Mountain 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 


Time (US & Canada) 


2.a 





Date Location | User Value | Reason 


(UTC-07:00) Mountain 
Time (US & Canada) 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
Bostock Symptom:: FE 
(pfe.cbostock) VE 
R 


2.a Symptom: 


Were fever or systemic sym N 
ptoms present on the last d O 
ay the Subject Diary was c 
ompleted?: 





Date Location | User Value | Reason 


(UTC-07:00) Mountain 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock FEVER 
(pfe.cbostock) 


Time (US & Canada) 





2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 


(UTC-07:00) Mountain 
Time (US & Canada) 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 


2. 


(UTC-07:00) Mountain 
Time (US & Canada) 





b 
Date Location | User Value | Reason 





Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
Bostock Symptom:: FA 
(pfe.cbostock) TI 
GU 
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Header Text: c4591001 
Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
E 


Were fever or systemic sy NO 
mptoms present on the last 
day the Subject Diary was 








completed?: 
2.b Symptom: 
Date Location | User Value | Reason 
Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock FATIGUE 
Time (US & Canada) (pfe.cbostock) 


2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 








Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 


2.c 
Date Location | User Value | Reason 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: HE 
Time (US & Canada) (pfe.cbostock) AD 

AC 

HE 


Were fever or systemic sy NO 
mptoms present on the las 

t day the Subject Diary w 

as completed?: 
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Header Text: c4591001 


Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 


DATES - eCRF Audit Trail History 


Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


2.c Symptom: 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User Value | Reason 


Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock HEADACHE 
(pfe.cbostock) 


2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed? 





Date Location | User Value | Reason 


Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 


2d 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 





Date Location | User Value | Reason 


Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Symptom:: CH 
(pfe.cbostock) IL 
LS 


Were fever or systemic sym NO 
ptoms present on the last d 

ay the Subject Diary was c 
ompleted?: 





2.d Symptom: 


Date Location | User Value | Reason 


Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock CHILLS 
(pfe.cbostock) 





2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 


Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 


2.e 





ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 





Date Location | User Value | Reason 
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Header Text: c4591001 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 


DATES - eCRF Audit Trail History 


Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 


2.e Symptom: 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Symptom:: vo 
(pfe.cbostock) MIT 
ING 


Were fever or systemic sy NO 
mptoms present on the las 

t day the Subject Diary w 

as completed?: 


Date Location | User Value | Reason 





Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock VOMITING 
(pfe.cbostock) 


2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed? 





Date Location | User Value | Reason 





Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 


2f 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock NO 
(pfe.cbostock) 





Date Location | User Value | Reason 





Oct-02-2020 17:33:54 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Symptom:: DIA 
(pfe.cbostock) RR 
HE 
A 


Were fever or systemic sy NO 
mptoms present on the las 

t day the Subject Diary w 

as completed?: 


Page 319 of 507 


FDA-CBER-2021-5683-0045458 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 








Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

2.f Symptom: 

Date Location | User Value | Reason 

Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 

(UTC-07:00) Mountain Bostock DIARRHEA 

Time (US & Canada) (pfe.cbostock) 


2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 














Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
2. 
Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: NEW OR 
Time (US & Canada) (pfe.cbostock) WORSE 
NED MU 
SCLE PAI 
N 


Were fever or syste NO 
mic symptoms prese 








nt on the last day the 

Subject Diary was co 

mpleted?: 
2.g Symptom: 
Date Location | User Value | Reason 
Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NEW OR WORSENED MUSCL 
Time (US & Canada) (pfe.cbostock) | E PAIN 


2. Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 








Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
2.h 
Date | Location | User | Value Reason 
Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Symptom:: NEW OR 
Time (US & Canada) (pfe.cbostock) WORSE 
NED JOI 
NT PAIN 


Were fever or system NO 
ic symptoms present 





on the last day the Su 

bject Diary was com 

pleted?: 
2.h Symptom: 
Date Location | User Value | Reason 
Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NEW OR WORSENED JOINT P 
Time (US & Canada) (pfe.cbostock) | AIN 


2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 








Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 


3. Injection Site Location: 


Date Location User | Value Reason 





Oct-02-2020 17:33:54 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE 


Time (US & Canada) 





4. Injection Site Body Side: 


Date Location | User Value | Reason 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock LEFT 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 











Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
S.a 
Date Location | User Value | Reason 
Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Injection Site Reaction:: RE 
Time (US & Canada) (pfe.cbostock) DN 
ESS 


Were injection site reactio NO 
ns present on the last day t 

he Subject Diary was com 
pleted?: 


5.a Injection Site Reaction: 


Date Location | User Value | Reason 





Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock REDNESS 
Time (US & Canada) (pfe.cbostock) 





5.a Were injection site reactions present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 











Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
5.b 
Date | Location | User | Value Reason 
Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Injection Site Reaction:: SWE 
Time (US & Canada) (pfe.cbostock) LLI 

NG 


Were injection site reactio NO 
ns present on the last day 

the Subject Diary was co 
mpleted?: 
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Header Text: c4591001 

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED 
DATES - eCRF Audit Trail History 

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





5.b Injection Site Reaction: 


Date Location | User Value | Reason 








Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock SWELLING 
Time (US & Canada) (pfe.cbostock) 


5.b Were injection site reactions present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 














Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
5.c 
Date Location | User Value | Reason 
Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Injection Site Reaction PAIN A 
Time (US & Canada) (pfe.cbostock) | :: T INJE 

CTION 

SITE 


Were injection site rea NO 
ctions present on the la 

st day the Subject Diar 

y was completed?: 


5.c Injection Site Reaction: 


Date Location | User Value | Reason 








Oct-02-2020 17:33:54 ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock PAIN AT INJECTION SITE 
Time (US & Canada) (pfe.cbostock) 


5.c Were injection site reactions present on the last day the Subject Diary was completed? 


Date Location | User Value | Reason 





Oct-02-2020 17:33:54 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock NO 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 
Visit: V3, MONTH1_ POSTVAX2_L 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location User | Value Reason 


Oct-02-2020 17:34:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 





(autocalc) | SITE 


Date Location User | Value Reason 


Oct-02-2020 17:34:04 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


3. Sample Collected? 





(autocalc) | SERUM 





Date Location User Value | Reason 





Oct-02-2020 17:35:43 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query 


(UTC-07:00) Mountain 
Time (US & Canada) 


(autoquery) 





Oct-02-2020 17:34:04 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain 
Time (US & Canada) 


(autoquery) is Yes, however no 
barcodes are 
entered. Please 
review and correct 
as appropriate. 





Oct-02-2020 17:34:04 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


Bostock YES 
(pfe.cbostock) | Date of Collection: 


Oct/2/2020 


5.a 
Date Location | User Value | Reason 


(UTC-07:00) Mountain 
Time (US & Canada) 





Oct-02-2020 17:35:43 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Sample ID: BCT8B4 
(pfe.cbostock) 
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Header Text: c4591001 

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

5.a Sample ID 

Date Location | User Value | Reason 

Oct-02-2020 17:35:43 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 

(UTC-07:00) Mountain Bostock BCT8B4 

Time (US & Canada) (pfe.cbostock) 

5.b 

Date Location | User Value | Reason 

Oct-02-2020 17:36:00 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 

(UTC-07:00) Mountain Bostock Sample ID: BJ7M5L 

Time (US & Canada) (pfe.cbostock) 

5.b Sample ID 

Date Location | User Value | Reason 

Oct-02-2020 17:36:00 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 

(UTC-07:00) Mountain Bostock BJ7M5L 

Time (US & Canada) (pfe.cbostock) 


5.c 
Date Location | User Value | Reason 











Oct-02-2020 17:36:07 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Sample ID: BJ7MBM 
Time (US & Canada) (pfe.cbostock) 
5.c Sample ID 
| Date | Location | User | Value | Reason 
Oct-02-2020 17:36:07 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock BJ7MBM 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History 
on Sep/23/2020 


Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Date of Visit 
Date Location User Value Reason 





Oct-14-2020 23:27:51 ACVOPFEINFP6000 | Madhan Babu Query 1: Closed As per site response 
(UTC-07:00) Mountain (pfe.babum05) 
Time (US & Canada) 








Oct-14-2020 12:45:21 ACVOPFEINFP6000 | Megan Query 1: Answered Data correct as is. 

(UTC-07:00) Mountain Grimmett Protocol deviation 

Time (US & Canada) (pfe mgrimmett) has been noted. 

Oct-14-2020 03:20:04 ACVOPFEINFP6000 | Teena Patra Query 1: Opened Date of Visit is 

(UTC-07:00) Mountain (pfe.patrat02) completed but Date 

Time (US & Canada) of Collection in 
both Nasal Swab 
Self and Nasal 


Swab are missing. 
Please review and 





update as 

appropriate. 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 


Time (US & Canada) 





Oct-12-2020 17:06:02 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visit is 

(UTC-07:00) Mountain (autoquery ) completed but Date 

Time (US & Canada) of Assessment in 
the Signs and 


Symptoms form is 


missing. Please 
review and update 
as appropriate. 





Oct-12-2020 17:06:02 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visit is 

(UTC-07:00) Mountain (autoquery) completed but Date 

Time (US & Canada) of Collection in 
both Nasal Swab 
Self and Nasal 


Swab are missing. 
Please review and 
update as 
appropriate. 
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Header Text: c4591001 

Visit: POT_COVID_ILL | - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History 
on Sep/23/2020 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Oct-12-2020 17:06:02 ACVOPFEINFP6000 | Lindsey Bevan | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.lbevan) Sep/23/2020 


Time (US & Canada) 


3. COVID-19 Iliness Visit: 


Date Location User | Value Reason 





Oct-12-2020 17:06:02 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | COVID_A 


Time (US & Canada) 
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Header Text: c4591001 
Visit: POT_COVID_ILL | - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


on Sep/23/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Date of Assessment: 


Date Location User Value Reason 














Oct-12-2020 17:11:27 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query 

(UTC-07:00) Mountain (autoquery) 

Time (US & Canada) 

Oct-12-2020 17:11:27 ACVOPFEINFP6000 | Lindsey Data Entry: Transcription Error 

(UTC-07:00) Mountain Bevan Sep/23/2020 

Time (US & Canada) (pfe.lbevan) 

Oct-12-2020 17:08:36 ACVOPFEINFP6000 | auto query | Query 1: Opened Date of assessment 

(UTC-07:00) Mountain (autoquery) is not same as Date 

Time (US & Canada) Visit. Please check 
and correct. 

Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 

(UTC-07:00) Mountain Bevan Oct/23/2020 

Time (US & Canada) (pfe.lbevan) 


2. Date of First Symptom Started: 


Date Location User Value | Reason 








Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sep/18/2020 
Time (US & Canada) (pfe.Ibevan) 


3. Symptoms Ongoing? 


Date Location User Value | Reason 














Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.lbevan) | Date of Last Symptom Resolved: 
Sep/23/2020 
4.a 
Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: FEVER 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Sep/23/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








| | | | Symptom Present: NO | 








4.a Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan FEVER 

Time (US & Canada) (pfe.Ibevan) 








4.a Was symptom present? 


Date Location User Value | Reason 





Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


4.b 
Date Location User Value | Reason 











Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: NEW OR INCREAS 
Time (US & Canada) (pfe.Ibevan) ED COUGH 

Symptom P NO 

resent: 
4.b Symptoms: 
Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW OR INCREASED COUGH 
Time (US & Canada) (pfe.Ibevan) 


4.b Was symptom present? 


Date Location User Value | Reason 











Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
4.c 
Date Location User Value | Reason 
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Header Text: c4591001 
Visit: POT_COVID_ILL | - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 














on Sep/23/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sympto NEW OR INCREASED 
Time (US & Canada) (pfe.lbevan) | ms: SHORTNESS OF BRE 
ATH 

Sympto NO 

m Prese 

nt: 
4.c Symptoms: 
Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW OR INCREASED SHORTN 
Time (US & Canada) (pfe.lbevan) | ESS OF BREATH 





4.c Was symptom present? 


Date Location User Value | Reason 





Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


4.d 
Date Location User Value | Reason 











Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: CHILLS 

Time (US & Canada) (pfe.Ibevan) Symptom Present: NO 

4.d Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan CHILLS 

Time (US & Canada) (pfe.Ibevan) 


4.d Was symptom present? 


Date Location User Value | Reason 








Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





4, 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





e 
Date Location User Value | Reason 





Oct-12-2020 17:08:36 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Lindsey 


Data Entry: Initial Entry 
Bevan Symptoms NEW OR INCREASE 
(pfe.lbevan) | ; D MUSCLE PAIN 

Symptom NO 

Present: 





4.e Symptoms: 


Date Location User Value | Reason 





Oct-12-2020 17:08:36 
(UTC-07:00) Mountain 
Time (US & Canada) 


4.e Was symptom present? 


ACVOPFEINFP6000 | Lindsey 


Data Entry: Initial Entry 
Bevan NEW OR INCREASED MUSCLE 


(pfe.Ibevan) | PAIN 


Date Location User Value | Reason 





Oct-12-2020 17:08:36 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 


4f 
Date Location User Value | Reason 





Oct-12-2020 17:08:36 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Lindsey 


Data Entry: Initial Entry 
Bevan Symptoms NEW LOSS OF TAS 
(pfe.Ibevan) | ; TE OR SMELL 

Symptom NO 

Present: 
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Header Text: c4591001 
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


























on Sep/23/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
4.f Symptoms: 
Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW LOSS OF TASTE OR SME 
Time (US & Canada) (pfe.lbevan) | LL 
4.f Was symptom present? 
Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
4.g 
Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms NEW OR INCREASE 
Time (US & Canada) (pfe.Ibevan) | ; D SORE THROAT 

Symptom NO 

Present: 
4.g Symptoms: 
Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW OR INCREASED SORE TH 
Time (US & Canada) (pfe.Ibevan) | ROAT 


4.g Was symptom present? 


Date Location User Value | Reason 








Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





4.h 
Date Location User Value | Reason 





Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: DIARRHEA 
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Header Text: c4591001 

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Sep/23/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Time (US & Canada) | | (pfe.lbevan) | Symptom Present: YES | 

4.h Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan DIARRHEA 

Time (US & Canada) (pfe.Ibevan) 





4.h Was symptom present? 


Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan YES 

Time (US & Canada) (pfe.Ibevan) 


4.i 
Date Location User Value | Reason 














Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: VOMITING 

Time (US & Canada) (pfe.Ibevan) Symptom Present: NO 

4.i Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan VOMITING 

Time (US & Canada) (pfe.Ibevan) 


4.i Was symptom present? 


Date Location User Value | Reason 


Oct-12-2020 17:08:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL | - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


1. Actual Date of Collection: 


Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value | Reason 


Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Specimen Type: 


ACVOPFEINFP6000 | Lindsey 





Data Entry: Initial Entry 
Bevan Not Done 


(pfe.Ibevan) 





Date Location User Value | Reason 


Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


3. Specimen Collection Location: 


ACVOPFEINFP6000 | Lindsey 





Data Entry: Initial Entry 
Bevan Not Done 


(pfe.Ibevan) 





Date Location User Value | Reason 


Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Lindsey 





Data Entry: Initial Entry 
Bevan Not Done 


(pfe.Ibevan) 





4, Assay Code and Description: 


Date Location User Value | Reason 


Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


5. Device Type: 


ACVOPFEINFP6000_ | Lindsey 





Data Entry: Initial Entry 
Bevan Not Done 


(pfe.Ibevan) 


Date Location User Value | Reason 





Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Lindsey 


Data Entry: Initial Entry 
Bevan Not Done 


(pfe.Ibevan) 





6. Trade Name: 


Date Location User Value | Reason 





Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 


ACVOPFEINFP6000 | Lindsey 





Data Entry: Initial Entry 
Bevan Not Done 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 








Time (US & Canada) | 


7. Test Result: 


Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





| (pfe.Ibevan) 





Date Location User Value | Reason 





Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Lindsey 


Data Entry: Initial Entry 
Bevan Not Done 
(pfe.Ibevan) 





8. Comments/Findings/Details: 


Date Location User Value | Reason 





Oct-12-2020 17:09:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


9. Trade Name Other, Specify: 


ACVOPFEINFP6000 | Lindsey 


Data Entry: Initial Entry 
Bevan Not Done 
(pfe.Ibevan) 


Date Location User Value | Reason 





Oct-12-2020 17:09:00 


ACVOPFEINFP6000 | Lindsey 


Data Entry: Initial Entry 


(UTC-07:00) Mountain Bevan Not Done 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 


on Sep/23/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Data Origin 


Date Location User | Value Reason 





Oct-12-2020 17:09:53 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 





Oct-12-2020 17:09:53 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB_ SELF 


Time (US & Canada) 





3. Sample Collected? 


Date Location User Value | Reason 





Oct-12-2020 17:09:53 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





4. If no sample was collected or sample was not collected according to protocol, please provide reason: 


Date Location User Value | Reason 





Oct-12-2020 17:09:53 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan PI deemed swab not be collected 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location User | Value Reason 





Oct-12-2020 17:10:08 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 


auto calc | Data Entry: Initial Entry 
(autocalc) | SITE 


Date Location User | Value Reason 





Oct-12-2020 17:10:08 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


auto calc | Data Entry: Initial Entry 
(autocalc) | NASAL_SWAB 





3. Sample Collected? 


Date Location User Value | Reason 





Oct-12-2020 17:10:08 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


Bevan NO 
(pfe.Ibevan) 





4. If no sample was collected or sample was not collected according to protocol, please provide reason: 


Date Location User Value | Reason 





Oct-12-2020 17:10:08 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan PI deemed swab not necessary 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL | - Unscheduled Visit 
on Sep/23/2020 


Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


lia 


Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value | Reason 


Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





Bevan Type of Practitioner: SPECIA 
(pfe.Ibevan) LIST 
Occurrence of Visits 0 NO 
r Contacts: 





1.a Physician or Healthcare Professional: 


Date Location User Value | Reason 


Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


1.a Occurrence of Visits or Contacts: 





Bevan SPECIALIST 
(pfe.Ibevan) 





Date Location User Value | Reason 


Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





Bevan NO 
(pfe.Ibevan) 


1.b 
Date Location User Value | Reason 


Oct-12-2020 17:10:20 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





Bevan Type of Practition EMERGENC 
(pfe.lbevan) | er: Y ROOM 
Occurrence of Visi NO 
ts or Contacts: 
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Header Text: c4591001 

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 
on Sep/23/2020 

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





1.b Physician or Healthcare Professional: 


Date Location User Value | Reason 








Oct-12-2020 17:10:20 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan EMERGENCY ROOM 
Time (US & Canada) (pfe.Ibevan) 


1.b Occurrence of Visits or Contacts: 


Date Location User Value | Reason 














Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
L.c 
Date Location User Value | Reason 
Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Type of Practiti PRIMARY CA 
Time (US & Canada) (pfe.Ibevan) | oner: RE PHYSICIA 

N 


Occurrence of V NO 
isits or Contacts 


1.c Physician or Healthcare Professional: 


Date Location User Value | Reason 





Oct-12-2020 17:10:20 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan PRIMARY CARE PHYSICIAN 
Time (US & Canada) (pfe.Ibevan) 


1.c Occurrence of Visits or Contacts: 


Date Location User Value | Reason 





Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 

Time (US & Canada) (pfe.Ibevan) 

Ld 





Date Location User Value | Reason 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


on Sep/23/2020 


Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Oct-12-2020 17:10:20 
(UTC-07:00) Mountain 
Time (US & Canada) 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan Type of Practitioner: URGENT 
(pfe.Ibevan) CARE 


Occurrence of Visits NO 
or Contacts: 





1.d Physician or Healthcare Professional: 


Date Location User Value | Reason 


Oct-12-2020 17:10:20 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan URGENT CARE 
(pfe.Ibevan) 


1.d Occurrence of Visits or Contacts: 





Date Location User Value | Reason 


Oct-12-2020 17:10:20 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 


l.e 
Date Location User Value | Reason 


Oct-12-2020 17:10:20 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan Type of Practiti. TELEPHONE 
(pfe.lbevan) | oner: CONSULTATI 
ON 
Occurrence of V NO 


isits or Contacts 


Page 340 of 507 


*** Confidential*** 


FDA-CBER-2021-5683-0045479 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 
on Sep/23/2020 

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





1.e Physician or Healthcare Professional: 


Date Location User Value | Reason 








Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan TELEPHONE CONSULTATION 
Time (US & Canada) (pfe.Ibevan) 


1.e Occurrence of Visits or Contacts: 


Date Location User Value | Reason 














Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 

Time (US & Canada) (pfe.Ibevan) 

If 

Date Location User Value | Reason 
Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Type of Practitioner: OTHE 

Time (US & Canada) (pfe.Ibevan) R 


Occurrence of Visits or C NO 
ontacts: 


1.f Physician or Healthcare Professional: 


Date Location User Value | Reason 





Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan OTHER 
Time (US & Canada) (pfe.Ibevan) 


1.f Occurrence of Visits or Contacts: 


Date Location User Value | Reason 








Oct-12-2020 17:10:20 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





3. Has the subject been hospitalized due to potential COVID-19 illness? 


Date Location User Value | Reason 


Oct-12-2020 17:10:20 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


on Sep/23/2020 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Time (US & Canada) | 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





| (pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History 


on Sep/23/2020 

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


1. What is the treatment Identifier? 


Date Location | User Value | Reason 











Oct-15-2020 15:17:05 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:15:37 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:11:05 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 


2. Concomitant Non-drug Treatment Pre-specified: 


Date Location | User Value | Reason 














Oct-15-2020 15:17:05 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:15:37 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:11:05 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 


3. Treatment: 


Date Location | User Value | Reason 














Oct-15-2020 15:17:05 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:15:37 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:11:05 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: (06-Jul-2020 21:53 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Time (US & Canada) | 


4. Treatment: 


Form: RESPIRATORY TREATMENT - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


| (pfe.cbostock) | | 


Date Location | User Value | Reason 


Oct-15-2020 15:17:05 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Oct-15-2020 09:15:37 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Oct-15-2020 09:11:05 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


5. Start Date: 











Colby Data Entry: Initial Entry 
Bostock Not Applicable 

(pfe.cbostock) 

Colby Data Entry: Initial Entry 
Bostock 

(pfe.cbostock) 

Colby Data Entry: Initial Entry 
Bostock Not Applicable 

(pfe.cbostock) 


Date Location | User Value | Reason 


Oct-15-2020 15:17:05 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Oct-15-2020 09:15:37 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Oct-15-2020 09:11:05 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


6. Ongoing? 





Colby Data Entry: Initial Entry 
Bostock Not Applicable 
(pfe.cbostock) 





Colby Data Entry: Initial Entry 
Bostock 
(pfe.cbostock) 





Colby Data Entry: Initial Entry 
Bostock Not Applicable 
(pfe.cbostock) 


Date Location | User Value | Reason 


Oct-15-2020 15:17:05 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Oct-15-2020 09:15:37 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 








Colby Data Entry: Initial Entry 
Bostock Not Applicable 

(pfe.cbostock) 

Colby Data Entry: Initial Entry 
Bostock 

(pfe.cbostock) 





Oct-15-2020 09:11:05 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 
Time (US & Canada) (pfe.cbostock) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History 


on Sep/23/2020 

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 


1. Category of Clinical Event: 


Date Location User | Value Reason 





Oct-12-2020 17:11:09 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | POTENTIAL COVID-19 ILLNESS 


Time (US & Canada) 





2. Was a diagnosis obtained for Potential COVID-19 Illness? 


Date Location | User Value Reason 














Mar-09-2021 06:23:21 ACVOPFEINFP6000 | Vrunda Query 1: Closed Response satisfies 

(UTC-07:00) Mountain Parikh query 

Time (US & Canada) (pfe.parikv06) 

Mar-08-2021 13:55:21 ACVOPFEINFP6000_ | Lindsey Query 1: Answered No diagnosis 

(UTC-07:00) Mountain Bevan available in records 

Time (US & Canada) (pfe.Ibevan) 

Mar-03-2021 22:49:58 ACVOPFEINFP6000 | Sathenapalli | Query 1: Opened CLINQUERY: Is 

(UTC-07:00) Mountain Suguna diagnosis made in 

Time (US & Canada) Srujan relation to 
(pfe.srujas) symptoms? Enter the 


diagnosis of the 
event if available 
even if not 
COVID-19 or 
Respiratory related. 
Record any 
diagnosis (where 
available) for the 
illness and in 
relation to reported 





symptoms. 
Mar-03-2021 13:13:23 ACVOPFEINFP6000_ | Vrunda Query 1: Candidate CLINQUERY: Is 
(UTC-07:00) Mountain Parikh diagnosis made in 
Time (US & Canada) (pfe.parikv06) relation to 


symptoms? Enter the 
diagnosis of the 
event if available 
even if not 
COVID-19 or 
Respiratory related. 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit 
on Sep/23/2020 


Form Version: (06-Jul-2020 21:52 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Oct-12-2020 17:11:09 
(UTC-07:00) Mountain 
Time (US & Canada) 


3. Toxicity Grade: 


ACVOPFEINFP6000_ | Lindsey 


Form: ILLNESS DETAILS - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Record any 
diagnosis (where 
available) for the 
illness and in 
relation to reported 
symptoms. 





Data Entry: Initial Entry 
Bevan NO 


(pfe.Ibevan) 








Date Location | User Value | Reason 





Nov-04-2020 | ACVOPFEINFP6000 
11:15:52 

(UTC-07:00) 

Mountain 

Time (US & 

Canada) 


Nov-04-2020 | ACVOPFEINFP6000 
08:55:20 

(UTC-07:00) 

Mountain 

Time (US & 

Canada) 


Nov-04-2020 | ACVOPFEINFP6000 
08:55:20 

(UTC-07:00) 

Mountain 

Time (US & 

Canada) 


Nov-04-2020 | ACVOPFEINFP6000 
08:55:05 

(UTC-07:00) 

Mountain 

Time (US & 

Canada) 





Erik Sundgaard Query | Response satisfies 
(pfe.sundgaardea) 1: Clo | query 
sed 





auto query Query | Initial Entry 
(autoquery) 1: An 

swere 

d 
Lindsey Bevan Data _| Initial Entry 
(pfe.Ibevan) Entry 

2 
Lindsey Bevan Data _| Initial Entry 
(pfe.Ibevan) Entry 











Nov-03-2020 | ACVOPFEINFP6000 Behnaz Query | The form is unfrozen. 
14:00:17 Yousefzadeh- 1: Rei | Please update 
(UTC-07:00) Khiabani ssued: | appropriately. 
Mountain (pfe.youseb01) Opene 
Time (US & d 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History 
on Sep/23/2020 


Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 













Canada) | | 





















Nov-03-2020 | ACVOPFEINFP6000 






Lindsey Bevan Please unfreeze so that 








11:29:45 (pfe.Ibevan) Moderate can be added 
(UTC-07:00) to toxicity 

Mountain 

Time (US & 

Canada) 





Nov-03-2020 | ACVOPFEINFP6000 Bembem Query | DMW5243872;Toxicity 
02:45:32 Takhellambam 1: Op | Grade is not expected 
(UTC-07:00) (pfe.takheb) ened | to be Not Done or Not 
Mountain Applicable or 

Time (US & Unknown. Please 
Canada) review and update 


appropriately or clarify 





























Nov-03-2020 
02:25:22 





ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY 


(pfe. DMW_QUERY) 


DMW5243872;Toxicity 
Grade is not expected 


Query 
1: Ca 









(UTC-07:00) ndidat | to be Not Done or Not 
Mountain e Applicable or 

Time (US & Unknown. Please 
Canada) review and update 


appropriately or clarify 





Oct-12-2020 | ACVOPFEINFP6000 Lindsey Bevan Data __| Initial Entry 
17:10:59 (pfe.Ibevan) Entry 

(UTC-07:00) + 

Mountain Not D 

Time (US & one 

Canada) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History 
on Sep/23/2020 


Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Category of Clinical Event: 


Date Location | User Value | Reason 











Oct-15-2020 15:17:25 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:16:24 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:14:28 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 


2. Subcategory of Clinical Event: 


Date Location | User Value | Reason 














Oct-15-2020 15:17:25 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:16:24 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock 

Time (US & Canada) (pfe.cbostock) 

Oct-15-2020 09:14:28 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 

Time (US & Canada) (pfe.cbostock) 


3. Was a diagnosis obtained? 


Date Location | User Value | Reason 














Oct-15-2020 15:17:25 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 
Time (US & Canada) (pfe.cbostock) 
Oct-15-2020 09:16:24 ACVOPFEINFP6000_ |} Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock 
Time (US & Canada) (pfe.cbostock) 
Oct-15-2020 09:14:28 ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
(UTC-07:00) Mountain Bostock Not Applicable 
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Header Text: c4591001 


on Sep/23/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





Time (US & Canada) 





4. Toxicity Grade: 


Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History 


Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


| (pfe.cbostock) | | 





Date Location | User Value | Reason 





Oct-15-2020 15:17:25 
(UTC-07:00) Mountain 
Time (US & Canada) 





Oct-15-2020 09:16:24 
(UTC-07:00) Mountain 
Time (US & Canada) 





Oct-15-2020 09:14:28 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Not Applicable 
(pfe.cbostock) 

ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock 
(pfe.cbostock) 

ACVOPFEINFP6000 | Colby Data Entry: Initial Entry 
Bostock Not Applicable 
(pfe.cbostock) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History 
on Oct/12/2020 


Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Date of Visit 
Date Location User Value | Reason 





Oct-13-2020 11:09:14 ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Oct-12-2020 17:13:41 ACVOPFEINFP6000 | auto query | Query 2: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Oct-12-2020 17:13:07 ACVOPFEINFP6000 | auto query | Query 2: Candidate Date of Visit is 
(UTC-07:00) Mountain (autoquery) completed but Date 
Time (US & Canada) of Assessment in the 


Signs and Symptoms 
form is missing. 
Please review and 





update as 

appropriate. 
Oct-12-2020 17:13:07 ACVOPFEINFP6000 | auto query | Query 1: Candidate Date of Visit is 
(UTC-07:00) Mountain (autoquery) completed but Date 
Time (US & Canada) of Collection in both 

Nasal Swab Self and 


Nasal Swab are 
missing. Please 
review and update as 





appropriate. 
Oct-12-2020 17:13:07 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Oct/12/2020 
Time (US & Canada) (pfe.lbevan) 


3. COVID-19 Iliness Visit: 


Date Location User | Value Reason 





Oct-12-2020 17:13:07 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | COVID_B 


Time (US & Canada) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


on Oct/12/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


1. Date of Assessment: 


Date Location User Value | Reason 








Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Oct/12/2020 
Time (US & Canada) (pfe.Ibevan) 


2. Date of First Symptom Started: 


Date Location User Value | Reason 








Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sep/30/2020 
Time (US & Canada) (pfe.Ibevan) 


3. Symptoms Ongoing? 


Date Location User | Value Reason 


Feb-17-2021 22:41:12 ACVOPFEINFP6000 | Amol Shinde | Query 6: Closed Response satisfies 
(UTC-07:00) Mountain (pfe.shindal8) query 
Time (US & Canada) 











Feb-17-2021 11:33:31 ACVOPFEINFP6000 | auto query Query 6: Answered New Information 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 








Feb-17-2021 11:33:31 ACVOPFEINFP6000 | Lindsey Bevan | Data Entry: New Information 
(UTC-07:00) Mountain (pfe.lbevan) NO 
Time (US & Canada) Date of Last Symptom Resolve 

d: 

Dec/28/2020 

Feb-15-2021 06:08:58 ACVOPFEINFP6000_ | Selvabala Query 6: Opened Please confirm the 
(UTC-07:00) Mountain Muthukrishnan symptoms are still 
Time (US & Canada) (pfe.muthus32) ongoing for this 


COVID IIness. If all 
symptoms for this 
illness are resolved; 
please update the 
Last Symptoms 
Resolved Date else 
clarify. 
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Header Text: c4591001 

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Oct/12/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
























Feb-01-2021 15:16:48 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 Response satisfies 


query 


Vrunda Parikh |} Query 5: Closed 
(pfe.parikv06) 





Feb-01-2021 12:00:01 ACVOPFEINFP6000 | Colby Bostock | Query 5: Answered ongoing 
(UTC-07:00) Mountain (pfe.cbostock) 
Time (US & Canada) 





CLINQUERY: 
Please clarify 
whether the reported 
symptoms are still 
ongoing? If 
symptoms have 
ended, please update 
‘Symptoms 
Ongoing’ on to ‘NO’ 
and add Date of Last 
Symptom Resolved 
on the CRF. 


Jan-31-2021 19:51:53 ACVOPFEINFP6000_ | Vrunda Parikh | Query 5: Opened 
(UTC-07:00) Mountain (pfe.parikv06) 
Time (US & Canada) 


Jan-21-2021 14:01:39 ACVOPFEINFP6000 | Vrunda Parikh |} Query 4: Closed 
(UTC-07:00) Mountain (pfe.parikv06) 
Time (US & Canada) 


Jan-21-2021 11:03:56 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





Response satisfies 
query 






















Lindsey Bevan | Query 4: Answered 
(pfe.lbevan) 


Symptoms ongoing 








Jan-08-2021 12:20:37 ACVOPFEINFP6000 | Vrunda Parikh | Query 4: Opened 
(UTC-07:00) Mountain (pfe.parikv06) 
Time (US & Canada) 


CLINQUERY: 
Please clarify 
whether the reported 
symptoms are still 
ongoing? If 
symptoms have 
ended, please update 
‘Symptoms 
Ongoing’ on to ‘NO’ 
and add Date of Last 
Symptom Resolved 
on the CRF 


Response satisfies 
query 


Nov-26-2020 02:57:58 ACVOPFEINFP6000_ | Vikas Joshi Query 3: Closed 
(UTC-07:00) Mountain (pfe.joshiv22) 
Time (US & Canada) 


Nov-25-2020 16:01:11 ACVOPFEINFP6000 
(UTC-07:00) Mountain 






auto query Query 3: Answered 
(autoquery) 


Changed 
Information 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





























Time (US & Canada) 





Nov-25-2020 16:01:11 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 





Nov-25-2020 13:46:59 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 





Nov-25-2020 13:46:38 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 





Nov-25-2020 13:40:52 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 





Nov-24-2020 09:00:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Nov-23-2020 16:07:17 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 














Nov-23-2020 16:07:17 
(UTC-07:00) Mountain 
Time (US & Canada) 














ACVOPFEINFP6000 





Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen, Not Complete 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Bradley Young | Data Entry: Changed 
(pfe.byoung) YES Information 


Josee Query 3: Opened DM: Since 
Robillard COVID_C data was 
(pfe.robilj01) moved to 


COVID_B, please 
confirm if the Date 
of Last Symptom 


Resolved should be 
updated accordingly. 
Josee Query 2: Closed error in visit 
Robillard 
(pfe.robilj01) 


Josee Query 2: Opened DM: Since 
Robillard COVID_B data was 
(pfe.robilj01) moved to 


COVID_A, please 
confirm if the Date 
of Last Symptom 


Laie 


Resolved should be 

updated accordingly. 
Christopher Query 1: Closed Response satisfies 
Lewis query 
(pfe.lewisc45) 






auto query New Information 


(autoquery) 


Query 1: Answered 









Sean Hansen New Information 


(pfe.shansen) 


Data Entry: 
NO 


Date of Last Symptom Resolve 
d: 





Nov/15/2020 


Nov-23-2020 11:41:51 ACVOPFEINFP6000_ | Christopher Query 1: Opened Please confirm or 
(UTC-07:00) Mountain Lewis clarify if symptoms 
Time (US & Canada) (pfe.lewisc45) resolved prior to 
COVID C visit and 
if so please enter 
resolution date. 
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Header Text: c4591001 
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 














on Oct/12/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Bevan | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.lbevan) YES 

Time (US & Canada) 

4.a 

Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: FEVER 

Time (US & Canada) (pfe.Ibevan) Symptom Present: NO 

4.a Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan FEVER 

Time (US & Canada) (pfe.Ibevan) 


4.a Was symptom present? 


Date Location User Value | Reason 





Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





4.b 
Date Location User Value | Reason 





Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: NEW OR INCREAS 
Time (US & Canada) (pfe.Ibevan) ED COUGH 
Symptom P NO 
resent: 
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Header Text: c4591001 

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Oct/12/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

4.b Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW OR INCREASED COUGH 

Time (US & Canada) (pfe.Ibevan) 


4.b Was symptom present? 


Date Location User Value | Reason 

















Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
4.c 
Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sympto NEW OR INCREASED 
Time (US & Canada) (pfe.lbevan) | ms: SHORTNESS OF BRE 
ATH 

Sympto NO 

m Prese 

nt: 
4.c Symptoms: 
Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW OR INCREASED SHORTN 
Time (US & Canada) (pfe.lbevan) | ESS OF BREATH 


4.c Was symptom present? 


Date Location User Value | Reason 





Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


4. 


d 
Date Location User Value | Reason 
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Header Text: c4591001 
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 











on Oct/12/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms: CHILLS 

Time (US & Canada) (pfe.Ibevan) Symptom Present: NO 

4.d Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan CHILLS 

Time (US & Canada) (pfe.Ibevan) 


4.d Was symptom present? 


Date Location User Value | Reason 





Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


4.e 
Date Location User Value | Reason 











Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms NEW OR INCREASE 
Time (US & Canada) (pfe.Ibevan) | ; D MUSCLE PAIN 

Symptom NO 

Present: 
4.e Symptoms: 
Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW OR INCREASED MUSCLE 
Time (US & Canada) (pfe.Ibevan) | PAIN 


4.e Was symptom present? 


Date Location User Value | Reason 











Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
4.f 
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Header Text: c4591001 
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Oct/12/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptoms NEW LOSS OF TAS 
Time (US & Canada) (pfe.Ibevan) | ; TE OR SMELL 

Symptom NO 

Present: 
4.f Symptoms: 
Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NEW LOSS OF TASTE OR SME 
Time (US & Canada) (pfe.lbevan) | LL 
4.f Was symptom present? 
Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
4.g 
Date Location User | Value Reason 
Dec-07-2020 12:28:03 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan Symptom NEW OR INCREAS 
Time (US & Canada) (pfe.lbevan) | s: ED SORE THROAT 

Symptom YES 

Present: 
Nov-30-2020 13:12:46 ACVOPFEINFP6000_ | Bradley Data Entry: New Information 
(UTC-07:00) Mountain Young Symptom NEW OR INCREAS 
Time (US & Canada) (pfe.byoung) | s: ED SORE THROAT 

Symptom NO 

Present: 
Oct-12-2020 17:13:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Symptom NEW OR INCREAS 
Time (US & Canada) (pfe.lbevan) | s: ED SORE THROAT 

Symptom YES 

Present: 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


on Oct/12/2020 


Audit Trail History 


Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


4.g Symptoms: 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value | Reason 


Oct-12-2020 17:13:41 
(UTC-07:00) Mountain 
Time (US & Canada) 


4.g Was symptom present? 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan NEW OR INCREASED SORE TH 


(pfe.lbevan) | ROAT 





Date Location User | Value Reason 





Dec-07-2020 12:28:03 
(UTC-07:00) Mountain 
Time (US & Canada) 





Nov-30-2020 13:12:46 
(UTC-07:00) Mountain 
Time (US & Canada) 


Oct-12-2020 17:13:41 


(UTC-07:00) Mountain 
Time (US & Canada) 








ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
Bevan YES 
(pfe.lbevan) 

ACVOPFEINFP6000_ | Bradley Data Entry: New Information 
Young NO 
(pfe.byoung) 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan YES 
(pfe.lbevan) 


4h 


Date Location User | Value Reason 


Nov-30-2020 09:06:19 
(UTC-07:00) Mountain 
Time (US & Canada) 


Oct-12-2020 17:13:41 
(UTC-07:00) Mountain 
Time (US & Canada) 








ACVOPFEINFP6000_ | Bradley Data Entry: Transcription Error 
Young Symptoms: DIARRHEA 


(pfe-byoung) | Symptom Present: YES 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan Symptoms: DIARRHEA 
(pfe.lbevan) 


Symptom Present: NO 
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Header Text: c4591001 

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Oct/12/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

4.h Symptoms: 

Date Location User Value | Reason 
Oct-12-2020 17:13:41 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan DIARRHEA 

Time (US & Canada) (pfe.Ibevan) 


4.h Was symptom present? 


Date Location | User Value Reason 


Nov-30-2020 14:29:22 | ACVOPFEINFP6000 | Erik Sundgaard Query 2: Closed Response satisfies 
(UTC-07:00) Mountain (pfe.sundgaardea) query 
Time (US & Canada) 











Nov-30-2020 09:06:19 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Nov-30-2020 09:06:19 | ACVOPFEINFP6000 | Bradley Young Data Entry: Transcription Error 
(UTC-07:00) Mountain (pfe.byoung) YES 


Time (US & Canada) 





Nov-30-2020 00:19:40 | ACVOPFEINFP6000 | Astrud van der Query 2: Reissued:Opened Response doesn't 

(UTC-07:00) Mountain Merwe satisfy query. 

Time (US & Canada) (pfe.vandea62) COVID_C data was 
moved to 
COVID_B, but 
Diarrhea was YES 


at COVID_C and 
now it is NO at 
COVID _B. Please 
review and update. 





Nov-25-2020 16:00:53 | ACVOPFEINFP6000 | Bradley Young Query 2: Answered Covid C start date 

(UTC-07:00) Mountain (pfe.byoung) was within 4 days 

Time (US & Canada) of end date of 
Covid B. Per 


protocol, the two 
visits were joined. 





Nov-25-2020 13:47:32 | ACVOPFEINFP6000_ | Josee Robillard Query 2: Opened DM: Diarrhea was 
(UTC-07:00) Mountain (pfe robiljO1) reported under 
Time (US & Canada) COVIB_C that is 


now moved to 
COVID _B. Please 
update accordingly. 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Nov-25-2020 13:47:14 
(UTC-07:00) Mountain 
Time (US & Canada) 





Nov-25-2020 13:46:02 
(UTC-07:00) Mountain 
Time (US & Canada) 


Oct-12-2020 17:13:41 
(UTC-07:00) Mountain 
Time (US & Canada) 


4.i 


Oct-12-2020 17:13:41 
(UTC-07:00) Mountain 
Time (US & Canada) 


4.i Symptoms: 


ACVOPFEINFP6000 


ACVOPFEINFP6000 


ACVOPFEINFP6000 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen, Not Complete 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Query 1: Closed error in visit 


Josee Robillard 
(pfe robiljO1) 





Josee Robillard 
(pfe robilj01) 


DM: Diarrhea was 
reported under 
COVIB_B that is 
now moved to 
COVID_A. Please 
update accordingly. 


Query 1: Opened 





Lindsey Bevan Data Entry: Initial Entry 
(pfe.lbevan) NO 





l 
Date Location User Value | Reason 


ACVOPFEINFP6000_ | Lindsey 





Data Entry: Initial Entry 


Bevan Symptoms: 
(pfe.Ibevan) 


VOMITING 
Symptom Present: NO 


Date Location User Value | Reason 


Oct-12-2020 17:13:41 
(UTC-07:00) Mountain 
Time (US & Canada) 


4.i Was symptom present? 


ACVOPFEINFP6000 | Lindsey 





Data Entry: Initial Entry 
Bevan VOMITING 


(pfe.Ibevan) 


Date Location User Value | Reason 


ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 


Oct-12-2020 17:13:41 
(UTC-07:00) Mountain 
Time (US & Canada) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: MICROBIOLOGY SPECIMEN - Audit Trail 


Form Status: 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date | Location | User Value | Reason 





(UTC-07:00) Mountain 


Oct-12-2020 17:14:10 ACVOPFEINFP6000 | Lindsey Form Created 
Bevan 
(pfe.Ibevan) 


Time (US & Canada) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1. Actual Date of Collection: 


Date Location User Value | Reason 


Oct-12-2020 17:14:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Specimen Type: 


ACVOPFEINFP6000 | Lindsey 





Data Entry: Initial Entry 
Bevan Oct/3/2020 


(pfe.Ibevan) 


Date Location User Value | Reason 


Oct-12-2020 17:14:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


3. Specimen Collection Location: 


ACVOPFEINFP6000 | Lindsey 





Data Entry: Initial Entry 
Bevan SWABBED MATERIAL 


(pfe.Ibevan) 


Date Location User Value | Reason 


Oct-12-2020 17:14:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


4, Assay Code and Description: 


ACVOPFEINFP6000_ | Lindsey 





Data Entry: Initial Entry 
Bevan NASOPHARYNX 


(pfe.Ibevan) 


Date Location User | Value Reason 


Oct-12-2020 17:14:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


5. Device Type: 


ACVOPFEINFP6000 





auto calc | Data Entry: 
(autocalc) | SEVERE ACUTE RESP SYNDRO 
ME CORONAVIRUS 2 


Initial Entry 


Date Location User | Value Reason 


Oct-12-2020 17:14:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


6. Trade Name: 


ACVOPFEINFP6000 





auto calc | Data Entry: Initial Entry 
(autocalc) | SARS-COV-2 DIAGNOSTIC TES 
T 





Date Location User Value | Reason 


Oct-12-2020 17:14:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Lindsey 





Data Entry: Initial Entry 
Bevan ABBOTT MOLECULAR REALTI 
(pfe.lbevan) | ME SARS-COV-2 ASSAY 
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090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


on Oct/12/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





7. Test Result: 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History 


Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value | Reason 





Oct-12-2020 17:14:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential*** 


ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan NEGATIVE 
(pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 


on Oct/12/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Data Origin 


Date Location User | Value Reason 





Oct-13-2020 11:09:14 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 





Oct-13-2020 11:09:14 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB_ SELF 


Time (US & Canada) 


3. Sample Collected? 


Date Location User Value | Reason 


Oct-13-2020 11:09:27 ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 














Oct-13-2020 11:09:14 ACVOPFEINFP6000 | auto query | Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain (autoquery) is Yes, however no 
Time (US & Canada) barcodes are entered. 
Please review and 
correct as 
appropriate. 
Oct-13-2020 11:09:14 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan YES 
Time (US & Canada) (pfe.lbevan) | Date of Collection: 
Oct/12/2020 


5.a 
Date Location User Value | Reason 





Oct-13-2020 11:09:27 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: RW89374 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


on Oct/12/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





5.a Sample ID 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 


eCRF Audit Trail History 


Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value | Reason 





Oct-13-2020 11:09:27 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan RW89374 
(pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 


on Oct/12/2020 Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Data Origin 


Date Location User | Value Reason 





Oct-12-2020 17:14:37 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 





Oct-12-2020 17:14:37 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB 


Time (US & Canada) 





3. Sample Collected? 


Date Location User Value | Reason 





Oct-12-2020 17:14:37 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





4. If no sample was collected or sample was not collected according to protocol, please provide reason: 


Date Location User Value | Reason 





Oct-12-2020 17:14:37 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Telehealth visit 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


on Oct/12/2020 

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 








l.a 

Date Location User Value | Reason 
Oct-12-2020 17:15:13 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Type of Practitioner: SPECIA 

Time (US & Canada) (pfe.Ibevan) LIST 


Occurrence of Visits 0 NO 
r Contacts: 





1.a Physician or Healthcare Professional: 


Date Location User Value | Reason 





Oct-12-2020 17:15:13 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan SPECIALIST 
Time (US & Canada) (pfe.Ibevan) 


1.a Occurrence of Visits or Contacts: 


Date Location User Value | Reason 








Oct-12-2020 17:15:13 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


1.b 
Date Location User Value | Reason 





Oct-12-2020 17:15:13 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Type of Practition EMERGENC 
Time (US & Canada) (pfe.lbevan) | er: Y ROOM 


Occurrence of Visi NO 
ts or Contacts: 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


on Oct/12/2020 


Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


1.b Physician or Healthcare Professional: 





Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan EMERGENCY ROOM 
(pfe.Ibevan) 


1.b Occurrence of Visits or Contacts: 





Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 


lic 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 





Date Location User Value Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan Type of Practiti PRIMARY CAR 
(pfe.lbevan) | oner: E PHYSICIAN 


Occurrence of YES 
Visits or Contac Number of Visi 
ts: ts or Contacts: 





1.c Physician or Healthcare Professional: 


Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan PRIMARY CARE PHYSICIAN 
(pfe.Ibevan) 





1.c Occurrence of Visits or Contacts: 


Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan YES 


(pfe.lbevan) | Number of Visits or Contacts: 


1 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit 
on Oct/12/2020 


Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Ld 


Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value | Reason 





Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Lindsey 


Data Entry: Initial Entry 
Type of Practitioner: URGENT 

CARE 
Occurrence of Visits NO 


or Contacts: 


Bevan 
(pfe.Ibevan) 





1.d Physician or Healthcare Professional: 


Date Location User Value | Reason 





Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 


1.d Occurrence of Visits or Contacts: 


ACVOPFEINFP6000_ | Lindsey 


Data Entry: Initial Entry 


Bevan URGENT CARE 


(pfe.Ibevan) 


Date Location User Value | Reason 





Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 


l.e 
Date Location User Value | Reason 





Oct-12-2020 17:15:13 


ACVOPFEINFP6000 | Lindsey 


Data Entry: Initial Entry 


(UTC-07:00) Mountain Bevan Type of Practiti TELEPHONE 
Time (US & Canada) (pfe.Ibevan) | oner: CONSULTATI 
ON 
Occurrence of V NO 
isits or Contacts 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


on Oct/12/2020 


Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


1.e Physician or Healthcare Professional: 





Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan TELEPHONE CONSULTATION 
(pfe.Ibevan) 


1.e Occurrence of Visits or Contacts: 





Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 


If 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 





Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan Type of Practitioner: OTHE 
(pfe.Ibevan) R 


Occurrence of Visits or C NO 
ontacts: 


1.f Physician or Healthcare Professional: 


Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan OTHER 
(pfe.Ibevan) 


1.f Occurrence of Visits or Contacts: 





Date Location User Value | Reason 


Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 





3. Has the subject been hospitalized due to potential COVID-19 illness? 


Date Location User Value | Reason 


ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan NO 





Oct-12-2020 17:15:13 
(UTC-07:00) Mountain 
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Header Text: c4591001 


on Oct/12/2020 

Form Version: 10-Oct-2020 15:59 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 








Time (US & Canada) | 


*** Confidential *** 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





| (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History 
on Oct/12/2020 


Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


1. Category of Clinical Event: 


Date Location User | Value Reason 





Oct-12-2020 17:15:37 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | POTENTIAL COVID-19 ILLNESS 


Time (US & Canada) 





2. Was a diagnosis obtained for Potential COVID-19 Illness? 


Date Location User Value Reason 

















Dec-09-2020 11:11:33 ACVOPFEINFP6000_ | Salim Query 2: Closed Response satisfies 

(UTC-07:00) Mountain Bouguermouh query 

Time (US & Canada) (pfe.bougus) 

Dec-09-2020 11:11:17 ACVOPFEINFP6000 | Salim Query 3: Closed Response satisfies 

(UTC-07:00) Mountain Bouguermouh query 

Time (US & Canada) (pfe.bougus) 

Dec-07-2020 12:28:35 ACVOPFEINFP6000 | Lindsey Query 3: Answered See updated SOD 

(UTC-07:00) Mountain Bevan eCRF 

Time (US & Canada) (pfe.Ibevan) 

Dec-07-2020 12:28:21 ACVOPFEINFP6000 | Lindsey Query 2: Answered See updated SOD 

(UTC-07:00) Mountain Bevan eCRF 

Time (US & Canada) (pfe.Ibevan) 

Dec-05-2020 16:45:20 ACVOPFEINFP6000 | Salim Query 3: Opened Medical monitor: 

(UTC-07:00) Mountain Bouguermouh Please consider 

Time (US & Canada) (pfe.bougus) updating the 
diagnostic to 
CLOSTRIDIUM 
DIFFICILE instead 
of STREP THROAT. 


there are no other 
symptoms recorded 
in the SOD form of 
this second potential 
COVID-19 illness 
visit other than 





DIARRHEA. 
Dec-05-2020 16:45:00 ACVOPFEINFP6000_ | Salim Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Bouguermouh query 
Time (US & Canada) (pfe.bougus) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History 
on Oct/12/2020 


Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

























Dec-05-2020 16:44:37 
(UTC-07:00) Mountain 
Time (US & Canada) 







ACVOPFEINFP6000_ | Salim Query 2: Opened 
Bouguermouh 
(pfe.bougus) 


Medical monitor: 
STREP THROAT 
started on 8 Sep 2020 
as recorded on the 
AE CRF form. Please 
consider completing 
another potential 
COVID-19 illness 
CRF from for this 
event. 
















Dec-05-2020 16:41:42 
(UTC-07:00) Mountain 
Time (US & Canada) 







ACVOPFEINFP6000_ | Salim 
Bouguermouh 
(pfe.bougus) 


Medical monitor: 
Please consider 
updating the 
diagnostic to 
CLOSTRIDIUM 
DIFFICILE instead 
of SORE THROAT. 
there are no other 
symptoms recorded 
in the SOD form of 
this second potential 
COVID-19 illness 
visit other than 
DIARRHEA. 


Query 1: Reissued:Opened 


















































Dec-04-2020 16:13:08 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 | Lindsey 
Bevan 


(pfe.Ibevan) 


Query 1: Answered There is only room 
for one diagnosis on 
this page. Strep 
throat diagnosis prior 


to C. Diff diagnosis 





Clin: Per Prot Sect 
8.3.7., potential 
COVID-19 relate 
CLOSTRIDIUM 
DIFFICILE 
(DIARRHEA 
captured on the SOD 
form) does not 
qualify as AE and 
please should be 
documented ONLY 
on the ILLNESS 
DETAILS CRF form 
and should not be 
captured on the AE 


Dec-03-2020 17:25:21 ACVOPFEINFP6000_ | Salim Query 1: Opened 
(UTC-07:00) Mountain Bouguermouh 
Time (US & Canada) (pfe.bougus) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History 


on Oct/12/2020 


Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Oct-12-2020 17:15:37 
(UTC-07:00) Mountain 
Time (US & Canada) 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





CRF form 
ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan YES 


(pfe.Ibevan) Respiratory Illness Diagnosis: 
Strep throat 
Date of Diagnosis: 


Oct/8/2020 





3. Toxicity Grade: 


Date Location User Value | Reason 


Oct-12-2020 17:15:37 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan 2 
(pfe.Ibevan) 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History 


on Nov/20/2020 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 





1. Date of Visit 
Date Location User Value Reason 


Dec-01-2020 00:42:02 ACVOPFEINFP6000 | Sonal K Query 11: Deleted Query is invalid or 
(UTC-07:00) Mountain (pfe.ks66) does not apply 
Time (US & Canada) 








Nov-30-2020 09:07:38 ACVOPFEINFP6000 | auto query Query 11: Candidate Date of Visit is 

(UTC-07:00) Mountain (autoquery) completed but Date 

Time (US & Canada) of Collection in 
both Nasal Swab 
Self and Nasal 


Swab are missing. 
Please review and 





update as 

appropriate. 
Nov-30-2020 01:29:52 ACVOPFEINFP6000 | Sonal K Query 10: Deleted Erroneous Visit 
(UTC-07:00) Mountain (pfe.ks66) 


Time (US & Canada) 





Nov-27-2020 13:20:22 ACVOPFEINFP6000 | auto query Query 10: Candidate Date of Visit is 

(UTC-07:00) Mountain (autoquery) completed but Date 

Time (US & Canada) of Collection in 
both Nasal Swab 
Self and Nasal 


Swab are missing. 
Please review and 





update as 

appropriate. 
Nov-26-2020 01:44:28 ACVOPFEINFP6000 | Sonal K Query 4: Deleted Erroneous visit 
(UTC-07:00) Mountain (pfe.ks66) 


Time (US & Canada) 





Nov-26-2020 01:42:53 ACVOPFEINFP6000 | Sonal K Query 5: Deleted Query is invalid or 
(UTC-07:00) Mountain (pfe.ks66) does not apply 
Time (US & Canada) 





Nov-25-2020 23:26:46 ACVOPFEINFP6000 | Sonal K Query 9: Deleted Query is invalid or 
(UTC-07:00) Mountain (pfe.ks66) does not apply 
Time (US & Canada) 





Nov-25-2020 16:01:36 ACVOPFEINFP6000 | auto query Query 9: Candidate Date of Visit is 
(UTC-07:00) Mountain (autoquery) completed but Date 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History 
on Nov/20/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Time (US & Canada) 


Nov-25-2020 16:01:36 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 13:02:48 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 13:02:12 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 12:39:28 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 12:39:28 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 12:36:12 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | auto query 
(autoquery) 


ACVOPFEINFP6000 | auto query 
(autoquery) 


ACVOPFEINFP6000 | auto query 
(autoquery) 


ACVOPFEINFP6000 | auto query 
(autoquery) 


ACVOPFEINFP6000 | auto query 
(autoquery) 


ACVOPFEINFP6000 | auto query 
(autoquery) 
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Query 8: Deleted 


Query 8: Candidate 


Query 7: Deleted 


Query 7: Candidate 


Query 6: Deleted 


Query 6: Candidate 


of Collection in 
both Nasal Swab 
Self and Nasal 
Swab are missing. 
Please review and 
update as 
appropriate. 


Close Auto Query 


Date of Visit is 
completed but Date 
of Collection in 
both Nasal Swab 
Self and Nasal 
Swab are missing. 
Please review and 
update as 
appropriate. 


Close Auto Query 


Date of Visit is 
completed but Date 
of Collection in 
both Nasal Swab 
Self and Nasal 
Swab are missing. 
Please review and 
update as 
appropriate. 


Close Auto Query 





Date of Visit is 
completed but Date 
of Collection in 
both Nasal Swab 
Self and Nasal 
Swab are missing. 
Please review and 
update as 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History 
on Nov/20/2020 


Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 











appropriate. 




















Nov-25-2020 12:35:56 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 Erroneous Visit is 
marked, but date of 


visit is entered. 


auto query 
(autoquery) 


Query 5: Candidate 






Please check 
whether other 
assessments are 
performed at this 
visit. 







Nov-25-2020 11:40:20 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 Date of Visit is 
completed but Date 
of Assessment in 
the Signs and 
Symptoms form is 
missing. Please 
review and update 


as appropriate. 




















auto query 
(autoquery) 


Query 4: Candidate 









Nov-23-2020 23:07:31 ACVOPFEINFP6000_ | Cavin van Query 3: Closed Response satisfies 
(UTC-07:00) Mountain Schalkwyk query 
Time (US & Canada) (pfe.vanscc01) 














Nov-23-2020 09:12:11 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 Swab Collected 







Bradley 
Young 


(pfe.byoung) 


Query 3: Answered 





Nov-23-2020 01:46:18 ACVOPFEINFP6000 | Bembem Query 3: Opened DM: Date of Visit is 
(UTC-07:00) Mountain Takhellambam completed but Nasal 
Time (US & Canada) (pfe.takheb) Swab (SWAB PFE) 


CRF is not initiated. 
Please review and 
update the data as 
appropriate. Thanks 






















Nov-20-2020 16:55:20 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 





auto query 
(autoquery) 


Query 1: Deleted Close Auto Query 


Nov-20-2020 16:53:51 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 













Nov-20-2020 16:53:07 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 Date of Visit is 
completed but Date 
of Assessment in 
the Signs and 


Symptoms form is 


auto query 
(autoquery) 


Query 2: Candidate 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Nov-20-2020 16:53:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Nov-20-2020 16:53:07 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


missing. Please 
review and update 
as appropriate. 





auto query Query 1: Candidate Date of Visit is 

(autoquery) completed but Date 
of Collection in 
both Nasal Swab 
Self and Nasal 


Swab are missing. 
Please review and 
update as 
appropriate. 





Bradley Data Entry: Initial Entry 
Young Nov/20/2020 
(pfe.byoung) 





2. Erroneous Visit 


Date Location | User Value Reason 


Nov-25-2020 12:35:56 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


3. COVID-19 Iliness Visit: 





Bradley Data Entry: Initial Entry 
Young ERRONEOUS VISIT 
(pfe.byoung) 


Date Location | User Value Reason 


Nov-20-2020 16:53:07 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 

Page 





auto calc | Data Entry: Initial Entry 
(autocalc) | COVID_C 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


on Nov/20/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


1. Date of Assessment: 


Date | Location User | Value Reason 











Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 

Time (US & Canada) (pfe.byoung) 

Nov-25-2020 11:40:20 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 

Nov-20-2020 16:53:51 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Nov/20/2020 

Time (US & Canada) (pfe.byoung) 





2. Date of First Symptom Started: 


Date Location User Value Reason 














Nov-25-2020 14:25:09 ACVOPFEINFP6000_ | Vrunda Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Parikh query 

Time (US & Canada) (pfe.parikv06) 

Nov-25-2020 11:43:11 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 

Time (US & Canada) (pfe.byoung) 

Nov-25-2020 11:41:02 ACVOPFEINFP6000 | auto query Query 1: Answered Changed 
(UTC-07:00) Mountain (autoquery) Information 


Time (US & Canada) 








Nov-25-2020 11:41:02 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 

Time (US & Canada) (pfe.byoung) 

Nov-24-2020 13:42:58 ACVOPFEINFP6000 | Vrunda Query 1: Opened CLINQUERY: 
(UTC-07:00) Mountain Parikh Given that the 
Time (US & Canada) (pfe.parikv06) subject developed 


symptoms within 4 
days from symptoms 
end date of 
COVID _B visit, in 
this case per PA7, 
another COVID visit 
is not required. 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


on Nov/20/2020 


Audit Trail History 


Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Nov-20-2020 16:53:51 
(UTC-07:00) Mountain 
Time (US & Canada) 


| 3. Symptoms Ongoing? 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


Please move the 
details of this visit 





from all CRFs to 
COVID_B visit as 
appropriate. 
ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
Young Nov/18/2020 
(pfe.byoung) 


Date | Location User | Value Reason 


Nov-25-2020 11:43:11 
(UTC-07:00) Mountain 
Time (US & Canada) 





Nov-25-2020 11:41:19 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-20-2020 16:53:51 


(UTC-07:00) Mountain 
Time (US & Canada) 








ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
Young Not Applicable 
(pfe.byoung) 

ACVOPFEINFP6000 | Bradley Data Entry: Changed 
Young Information 
(pfe.byoung) 





ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young YES 
(pfe.byoung) 


4.a 
Date | Location User | Value Reason 


Nov-25-2020 11:43:11 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 11:41:35 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-20-2020 16:57:03 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-20-2020 16:53:51 
(UTC-07:00) Mountain 
Time (US & Canada) 








ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young Symptoms: FEVER 
(pfe.byoung) Symptom Presen Not Applicabl 
t: e 
ACVOPFEINFP6000 | Bradley Data Entry: Changed 
Young Symptoms: FEVER Information 


(pfe.byoung) Symptom Present: 





ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young Symptoms: FEVER 


(pfe.byoung) Symptom Present: NO 





ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young Symptoms: FEVER 


(pfe.byoung) Symptom Present: 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Nov/20/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

4.a Symptoms: 

Date Location | User Value Reason 
Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young FEVER 

Time (US & Canada) (pfe.byoung) 


4.a Was symptom present? 


Date | Location User | Value Reason 


























Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 11:41:35 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 
4.b 
Date | Location User | Value Reason 
Nov-25-2020 11:43:11 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: NEW OR INCREA 
Time (US & Canada) (pfe.byoung) SED COUGH 

Symptom Not Applicable 

Present: 
Nov-25-2020 11:41:43 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Symptoms: NEW OR INCREA __| Information 
Time (US & Canada) (pfe.byoung) SED COUGH 

Symptom 

Present: 
Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: NEW OR INCREA 
Time (US & Canada) (pfe.byoung) SED COUGH 

Symptom NO 

Present: 


Nov-20-2020 16:53:51 | ACVOPFEINFP6000 | Bradley | Data Entry: Initial Entry 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 
on Nov/20/2020 


- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


Audit Trail History 


Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


(UTC-07:00) Mountain 
Time (US & Canada) 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


Young Symptoms: NEW OR INCREA 
(pfe.byoung) SED COUGH 
Symptom 
Present: 





4.b Symptoms: 


Date Location | User Value Reason 


Nov-20-2020 16:53:51 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
Young NEW OR INCREASED COUGH 
(pfe.byoung) 





4.b Was symptom present? 


Date | Location User | Value Reason 


Nov-25-2020 11:43:11 
(UTC-07:00) Mountain 
Time (US & Canada) 





Nov-25-2020 11:41:43 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-20-2020 16:57:03 


ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young NO 
(pfe.byoung) 


(UTC-07:00) Mountain 
Time (US & Canada) 


4, 


Nov-25-2020 11:43:11 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 11:42:05 
(UTC-07:00) Mountain 
Time (US & Canada) 








ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young Not Applicable 
(pfe.byoung) 

ACVOPFEINFP6000 | Bradley Data Entry: Changed 
Young Information 
(pfe.byoung) 








c 
Date | Location User | Value Reason 








ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
Young Sympto NEW OR INCREASE 
(pfe.byoung) | ms: D SHORTNESS OF B 
REATH 
Sympto Not Applicable 
m Prese 
nt: 
ACVOPFEINFP6000 | Bradley Data Entry: Changed 
Young Sympto NEW OR INCREASE _ | Information 
(pfe.byoung) | ms: D SHORTNESS OF B 
REATH 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Nov/20/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Sympto 

m Prese 

nt: 
Nov-20-2020 16:57:03 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Sympto NEW OR INCREASE 
Time (US & Canada) (pfe.byoung) | ms: D SHORTNESS OF B 

REATH 

Sympto NO 

m Prese 

nt: 
Nov-20-2020 16:53:51 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Sympto NEW OR INCREASE 
Time (US & Canada) (pfe.byoung) | ms: D SHORTNESS OF B 

REATH 

Sympto 

m Prese 

nt: 
4.c Symptoms: 
Date Location | User Value Reason 
Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NEW OR INCREASED SHORTN 
Time (US & Canada) (pfe.byoung) | ESS OF BREATH 





4.c Was symptom present? 


Date | Location User | Value Reason 








Noy-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 

Time (US & Canada) (pfe.byoung) 

Nov-25-2020 11:42:05 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 





Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 


4.d 
Date | Location User | Value Reason 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 























on Nov/20/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
Nov-25-2020 11:43:11 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: CHILLS 
Time (US & Canada) (pfe.byoung) Symptom Presen Not Applicabl 

t: e 
Nov-25-2020 11:42:13 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Symptoms: CHILLS Information 
Time (US & Canada) (pfe.byoung) Symptom Present: 
Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: CHILLS 
Time (US & Canada) (pfe.byoung) Symptom Present: NO 
Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: CHILLS 
Time (US & Canada) (pfe.byoung) Symptom Present: 
4.d Symptoms: 
Date Location | User Value Reason 
Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young CHILLS 
Time (US & Canada) (pfe.byoung) 


4.d Was symptom present? 


Date | Location User | Value Reason 











Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 

Time (US & Canada) (pfe.byoung) 

Nov-25-2020 11:42:13 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 





Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 


4. 


e 
Date | Location User | Value Reason 


Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Nov/20/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
Time (US & Canada) (pfe.byoung) | Symptom NEW OR INCREAS 

Ss: ED MUSCLE PAIN 

Symptom Not Applicable 

Present: 
Nov-25-2020 11:42:20 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Symptom NEW OR INCREAS _ | Information 
Time (US & Canada) (pfe.byoung) | s: ED MUSCLE PAIN 

Symptom 

Present: 
Nov-20-2020 16:57:03 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptom NEW OR INCREAS 
Time (US & Canada) (pfe.byoung) | s: ED MUSCLE PAIN 

Symptom NO 

Present: 
Nov-20-2020 16:53:51 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptom NEW OR INCREAS 
Time (US & Canada) (pfe.byoung) | s: ED MUSCLE PAIN 

Symptom 

Present: 
4.e Symptoms: 
Date Location | User Value Reason 
Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NEW OR INCREASED MUSCLE 
Time (US & Canada) (pfe.byoung) | PAIN 


4.e Was symptom present? 


Date | Location User | Value Reason 











Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 11:42:20 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Nov/20/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
4.f 
Date | Location User | Value Reason 
Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms NEW LOSS OF TAS 
Time (US & Canada) (pfe.byoung) | ; TE OR SMELL 

Symptom Not Applicable 

Present: 






























Nov-25-2020 11:42:37 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Symptoms NEW LOSS OF TAS | Information 
Time (US & Canada) (pfe.byoung) | ; TE OR SMELL 





Symptom 
Present: 





Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms NEW LOSS OF TAS 
Time (US & Canada) (pfe.byoung) | ; TE OR SMELL 

Symptom NO 

Present: 





Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms NEW LOSS OF TAS 
Time (US & Canada) (pfe.byoung) | ; TE OR SMELL 

Symptom 

Present: 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
on Nov/20/2020 Audit Trail History 
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
4.f Symptoms: 
Date Location | User Value Reason 
Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NEW LOSS OF TASTE OR SME 
Time (US & Canada) (pfe.byoung) | LL 
4.f Was symptom present? 
Date | Location User | Value Reason 
Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 11:42:37 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:57:03 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 
4.g 
Date | Location User | Value Reason 
Nov-25-2020 11:43:11 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptom NEW OR INCREAS 
Time (US & Canada) (pfe.byoung) | s: ED SORE THROAT 

Symptom Not Applicable 

Present: 
Nov-25-2020 11:42:46 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Symptom NEW OR INCREAS _ | Information 
Time (US & Canada) (pfe.byoung) | s: ED SORE THROAT 

Symptom 

Present: 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


on Nov/20/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


| 4g 
| Date | Location | User Value Reason 


Nov-20-2020 16:53:51 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptom NEW OR INCREAS 
Time (US & Canada) (pfe.byoung) | s: ED SORE THROAT 

Symptom YES 

Present: 


4.g Symptoms: 


| Date | Location | User Value Reason 


Nov-20-2020 16:53:51 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain NEW OR INCREASED SORE T 


Time (US & Canada) (pfe.byoung) | HROAT 


4.g Was symptom present? 


| Date Location User Value | Reason 











Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 11:42:46 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:53:51 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young YES 
Time (US & Canada) (pfe.byoung) 
4h 
| Date Location User Value | Reason 
Nov-25-2020 11:43:11 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: DIARRHEA 
Time (US & Canada) (pfe.byoung) Symptom Presen Not Applicabl 
t: e 
Nov-25-2020 11:42:53 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Symptoms: DIARRHEA | Information 
Time (US & Canada) (pfe.byoung) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 10-Oct-2020 16:02 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Nov-20-2020 16:53:51 
(UTC-07:00) Mountain 
Time (US & Canada) 


4.h Symptoms: 


ACVOPFEINFP6000_ | Bradley 


Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


| Symptom Present: | 


Data Entry: Initial Entry 


Young Symptoms: 


(pfe.byoung) 


DIARRHEA 
Symptom Present: YES 


| Date | Location | User Value Reason 


Nov-20-2020 16:53:51 
(UTC-07:00) Mountain 
Time (US & Canada) 


4.h Was symptom present? 


ACVOPFEINFP6000_ | Bradley 


Data Entry: 
DIARRHEA 


Initial Entry 
Young 
(pfe.byoung) 


| Date Location User Value | Reason 


Nov-25-2020 11:43:11 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 11:42:53 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-20-2020 16:53:51 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Bradley 


ACVOPFEINFP6000 


ACVOPFEINFP6000 


Data Entry: Initial Entry 


Young Not Applicable 


(pfe.byoung) 


Bradley 
Young 
(pfe.byoung) 


Changed 
Information 


Data Entry: 


Bradley Data Entry: Initial Entry 
Young YES 
(pfe.byoung) 


| 4.i 
| Date Location User Value | Reason 








Nov-25-2020 11:43:11 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Bradley 


Data Entry: Initial Entry 
Young Symptoms: VOMITING 
(pfe-byoung) Symptom Presen Not Applicabl 

t: e 








Nov-25-2020 11:43:01 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Symptoms: VOMITING _ | Information 
Time (US & Canada) (pfe.byoung) Symptom Present: 
Novy-20-2020 16:57:03 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: VOMITING 
Time (US & Canada) (pfe.byoung) Symptom Present: NO 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF 


on Nov/20/2020 Audit Trail History 

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Symptoms: VOMITING 


Time (US & Canada) (pfe.byoung) Symptom Present: 


4.i Symptoms: 


| Date | Location | User Value Reason 


Nov-20-2020 16:53:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young VOMITING 
Time (US & Canada) (pfe.byoung) 


4.i Was symptom present? 


| Date Location User Value | Reason 


Nov-25-2020 11:43:11 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 


Nov-25-2020 11:43:01 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 


Nov-20-2020 16:57:03 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


1. Actual Date of Collection: 


Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User Value Reason 





Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Specimen Type: 


ACVOPFEINFP6000 | Bradley 


Data Entry: Initial Entry 
Young Not Done 
(pfe.byoung) 





Date Location | User Value Reason 





Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 
Time (US & Canada) 


3. Specimen Collection Location: 


ACVOPFEINFP6000 | Bradley 


Data Entry: Initial Entry 
Young Not Done 
(pfe.byoung) 





Date Location | User Value Reason 





Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Bradley 


Data Entry: Initial Entry 
Young Not Done 
(pfe.byoung) 





4, Assay Code and Description: 


Date Location | User Value Reason 





Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 
Time (US & Canada) 


5. Device Type: 


ACVOPFEINFP6000_ | Bradley 


Data Entry: Initial Entry 
Young Not Done 
(pfe.byoung) 


Date Location | User Value Reason 





Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Bradley 


Data Entry: Initial Entry 
Young Not Done 
(pfe.byoung) 





6. Trade Name: 


Date Location | User Value Reason 





Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 


ACVOPFEINFP6000 | Bradley 





Initial Entry 


Data Entry: 
Not Done 


Young 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:54 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Time (US & Canada) | 


7. Test Result: 


Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History 


Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


| (pfe.byoung) | | 





Date Location | User Value Reason 


Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Bradley 





Data Entry: Initial Entry 
Young Not Done 


(pfe.byoung) 





8. Comments/Findings/Details: 


Date Location | User Value Reason 


Nov-20-2020 16:58:49 
(UTC-07:00) Mountain 
Time (US & Canada) 


9. Trade Name Other, Specify: 


ACVOPFEINFP6000_ | Bradley 





Data Entry: Initial Entry 
Young Not Done 


(pfe.byoung) 


Date Location | User Value Reason 





Nov-20-2020 16:58:49 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Done 
Time (US & Canada) (pfe.byoung) 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 


on Nov/20/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 























1. Data Origin 


Date Location User | Value Reason 





Nov-30-2020 09:07:50 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Not Applicable 


Time (US & Canada) 


Nov-30-2020 09:07:38 ACVOPFEINFP6000 | auto calc | Data Entry: Changed 
(UTC-07:00) Mountain (autocalc) Information 
Time (US & Canada) 





Nov-27-2020 13:20:22 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 





Nov-25-2020 16:01:36 ACVOPFEINFP6000 | auto calc | Data Entry: 
(UTC-07:00) Mountain (autocalc) 
Time (US & Canada) 


Changed 
Information 





Nov-25-2020 13:02:12 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 





Nov-25-2020 12:39:28 ACVOPFEINFP6000 | auto calc | Data Entry: 
(UTC-07:00) Mountain (autocalc) 
Time (US & Canada) 


Changed 
Information 





Nov-20-2020 16:55:20 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 











Nov-30-2020 09:07:50 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Not Applicable 

Time (US & Canada) 

Nov-30-2020 09:07:38 ACVOPFEINFP6000 | auto calc | Data Entry: Changed 
(UTC-07:00) Mountain (autocalc) Information 
Time (US & Canada) 

Nov-27-2020 13:20:22 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB_SELF 


Time (US & Canada) 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
on Nov/20/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 






















Nov-25-2020 16:01:36 ACVOPFEINFP6000 | auto calc | Data Entry: 
(UTC-07:00) Mountain (autocalc) 
Time (US & Canada) 


Changed 
Information 





Nov-25-2020 13:02:12 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB_SELF 


Time (US & Canada) 





Nov-25-2020 12:39:28 ACVOPFEINFP6000 | auto calc | Data Entry: 
(UTC-07:00) Mountain (autocalc) 
Time (US & Canada) 


Changed 
Information 





Nov-20-2020 16:55:20 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB_SELF 


Time (US & Canada) 


3. Sample Collected? 


Date | Location User Value Reason 








Nov-30-2020 14:26:24 | ACVOPFEINFP6000 | Erik Sundgaard Query 6: Closed Response satisfies 
(UTC-07:00) Mountain (pfe.sundgaardea) query 

Time (US & Canada) 

Nov-30-2020 09:07:50 | ACVOPFEINFP6000 | Bradley Young Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.byoung) Not Applicable 


Time (US & Canada) 


Nov-30-2020 09:07:38 | ACVOPFEINFP6000 | auto query Query 8: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Nov-30-2020 09:07:38 | ACVOPFEINFP6000 | auto query Query 6: Answered Changed 
(UTC-07:00) Mountain (autoquery) Information 
Time (US & Canada) 











Nov-30-2020 09:07:38 | ACVOPFEINFP6000 | Bradley Young Data Entry: Changed 
(UTC-07:00) Mountain (pfe.byoung) Information 
Time (US & Canada) 


Nov-30-2020 09:07:26 | ACVOPFEINFP6000 | auto query Query 8: Opened ‘Sample Collected?’ 

(UTC-07:00) Mountain (autoquery) is marked as No 

Time (US & Canada) and 'Tf no sample 
was collected or 
sample was not 
collected according 
to protocol, please 
provide reason’ is 
missing. Please 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
on Nov/20/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 



















review and update 
as appropriate. 








Nov-30-2020 09:07:14 | ACVOPFEINFP6000 | auto query Query 7: Closed 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Close Auto Query 





Nov-30-2020 09:07:01 ACVOPFEINFP6000 | auto query Query 7: Opened 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Response to 
"Sample 
Collected?" is No, 
but Barcodes are 
present on the page. 














Nov-29-2020 23:41:39 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Vikas Joshi 


(pfe.joshiv22) 





DM2?: Form level 
"Not Applicable’ 
comment not 
applied as required. 
Please remove all 
form data and add 
new form level 


Query 6: Reissued:Opened 




























comment with 
“Reason 
Incomplete’ 
selection 'Not 
Applicable’. Refer 
to section 4.10 of 
completion 
guidelines. 





Nov-27-2020 13:20:22. | ACVOPFEINFP6000 | auto query Query 6: Answered Initial Entry 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Nov-27-2020 13:20:22 | ACVOPFEINFP6000 | Lindsey Bevan Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.Ibevan) NO 


Time (US & Canada) 















Nov-25-2020 21:46:46 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 






Jayesh Yeole 
(pfe.yeolej) 


Query 6: Reissued:Opened DM1: Thank you 
for your response. 
However, data is 
present in Sample 
ID section of this 
form. Please 
consider to clear 
the data and add 
form level 
comment by 
selecting Not 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
on Nov/20/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
















Applicable option 
for this form or else 
clarify. 



















Nov-25-2020 16:01:36 
(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 16:01:36 | ACVOPFEINFP6000 | Bradley Young Data Entry: 
(UTC-07:00) Mountain (pfe.byoung) 
Time (US & Canada) 


Nov-25-2020 13:39:18 | ACVOPFEINFP6000 | Josee Robillard Query 6: Opened 
(UTC-07:00) Mountain (pfe.robilj01) 
Time (US & Canada) 


Nov-25-2020 13:02:57. | ACVOPFEINFP6000 | auto query Query 5: Closed 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Nov-25-2020 13:02:48 | ACVOPFEINFP6000 | auto query Query 5: Opened 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


ACVOPFEINFP6000 







auto query 
(autoquery) 


Query 6: Answered Changed 


Information 





Changed 
Information 





DM: Since visit is 
erroneous, please 
remove data from 
this form and add 
FORM level 
comment of Not 
Applicable. 











Close Auto Query 





‘Sample Collected?’ 
is marked as No 
and 'Tf no sample 

















was collected or 
sample was not 
collected according 
to protocol, please 
provide reason’ is 
missing. Please 
review and update 
as appropriate. 









Nov-25-2020 13:02:48 | ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 

Time (US & Canada) 

Nov-25-2020 13:02:48 | ACVOPFEINFP6000 | Bradley Young Data Entry: Changed 
(UTC-07:00) Mountain (pfe.byoung) NO Information 


Time (US & Canada) 

















Nov-25-2020 13:02:12 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 





auto query 
(autoquery) 


Query 4: Candidate ‘Sample Collected?’ 
is Yes, however no 
barcodes are 
entered. Please 


review and correct 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit 
on Nov/20/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 








as appropriate. 


Nov-25-2020 13:02:12 | ACVOPFEINFP6000 | Bradley Young Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.byoung) YES 


Time (US & Canada) 





Nov-25-2020 12:39:28 
(UTC-07:00) Mountain 
Time (US & Canada) 








ACVOPFEINFP6000 


auto query 
(autoquery) 


Date of Collection: 


Nov/20/2020 


Query 2: Closed 


; 


Close Auto Query 


Nov-25-2020 12:39:28 | ACVOPFEINFP6000 | Bradley Young Data Entry: Changed 
(UTC-07:00) Mountain (pfe.byoung) Information 

Time (US & Canada) 

Nov-25-2020 12:36:58 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 


Time (US & Canada) 





Nov-25-2020 12:36:12 
(UTC-07:00) Mountain 
Time (US & Canada) 





Nov-25-2020 12:36:12 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 


ACVOPFEINFP6000 


auto query 
(autoquery) 


auto query 
(autoquery) 


Query 3: Opened 


Query 2: Opened 


il 


Response to 
"Sample 
Collected?" is No, 
but Barcodes are 
present on the page. 


‘Sample Collected?’ 
is marked as No 
and 'Tf no sample 
was collected or 
sample was not 
collected according 
to protocol, please 
provide reason’ is 
missing. Please 
review and update 
as appropriate. 





Nov-25-2020 12:36:12 | ACVOPFEINFP6000 | Bradley Young Data Entry: Changed 
(UTC-07:00) Mountain (pfe.byoung) NO Information 
Time (US & Canada) 
Nov-20-2020 16:55:28 =| ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 
Nov-20-2020 16:55:20 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain (autoquery) is Yes, however no 
Time (US & Canada) barcodes are 
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entered. Please 
review and correct 
as appropriate. 





Nov-20-2020 16:55:20 | ACVOPFEINFP6000 | Bradley Young Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.byoung) YES 
Time (US & Canada) Date of Collection: 

Nov/20/2020 


| 4. If no sample was collected or sample was not collected according to protocol, please provide reason: 


Date | Location User | Value Reason 





























Nov-30-2020 09:07:50 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-30-2020 09:07:26 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-27-2020 13:20:22 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Swab collected as COVID_BR1 
Time (US & Canada) (pfe.Ibevan) 
Nov-25-2020 16:02:14 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 13:02:57 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young N/A 
Time (US & Canada) (pfe.byoung) 
5.a 
Date Location User Value | Reason 
Nov-30-2020 09:07:14 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Sample ID: Information 
Time (US & Canada) (pfe.byoung) 
Nov-30-2020 09:07:01 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Sample ID: CV44430 Information 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 12:36:58 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Sample ID: CV44430 Information 
Time (US & Canada) (pfe.byoung) (DELETED) 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 
on Nov/20/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Nov-20-2020 16:55:28 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Sample ID: CV44430 

Time (US & Canada) (pfe.byoung) 

5.a Sample ID 

Date Location User Value | Reason 
Nov-30-2020 | ACVOPFEINFP6000 Bradley Young Data E | Changed Information 
09:07:14 (pfe.byoung) ntry: 

(UTC-07:00) 

Mountain 

Time (US & 

Canada) 

Nov-30-2020 | ACVOPFEINFP6000 Bradley Young Data E | Changed Information 
09:07:01 (pfe.byoung) ntry: 

(UTC-07:00) CV444 

Mountain 30 

Time (US & 

Canada) 

Nov-25-2020 | ACVOPFEINFP6000 Bradley Young Data E | Changed Information 
12:36:58 (pfe.byoung) ntry: (DELETED) 
(UTC-07:00) CVv444 

Mountain 39 

Time (US & 

Canada) 





(UTC-07:00) 
Mountain 
Time (US & 
Canada) 


VC_BEETRKO001_06 


Nov-24-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by 
13:52:08 (pfe. DMW_QUERY) | 1: Clos | Validation Check: 
ed 





Nov-24-2020 | ACVOPFEINFP6000 Bradley Young Query | Changed data per 
08:55:37 (pfe.byoung) 1: Ans | query 
(UTC-07:00) wered 

Mountain 

Time (US & 

Canada) 





(UTC-07:00) recorded for two 
Mountain subjects 10061040 
Time (US & and 10061131, please 


Nov-23-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query |DMW6052657;The 

23:34:20 (pfe. DMW_QUERY) | 1: Open | barcode CV44430 is 
ed 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - 


on Nov/20/2020 

Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Canada) | 


Nov-20-2020 | ACVOPFEINFP6000 
16:55:28 

(UTC-07:00) 

Mountain 

Time (US & 

Canada) 


eCRF Audit Trail History 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


review and update as 
appropriate. 











Bradley Young Data E_| Initial Entry 
(pfe.byoung) ntry: 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 


on Nov/20/2020 Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Data Origin 


Date Location User | Value Reason 





Nov-25-2020 11:38:05 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Not Applicable 

Time (US & Canada) 

Nov-25-2020 11:37:53 ACVOPFEINFP6000 | auto calc | Data Entry: Changed 
(UTC-07:00) Mountain (autocalc) Information 


Time (US & Canada) 





Nov-23-2020 15:17:33 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 





Nov-25-2020 11:38:05 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Not Applicable 


Time (US & Canada) 





Nov-25-2020 11:37:53 ACVOPFEINFP6000 | auto calc | Data Entry: Changed 
(UTC-07:00) Mountain (autocalc) Information 
Time (US & Canada) 





Nov-23-2020 15:17:33 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL SWAB 


Time (US & Canada) 


3. Sample Collected? 


Date Location User Value Reason 











Nov-25-2020 13:38:44 ACVOPFEINFP6000 | Josee Query 1: Closed visit marked 
(UTC-07:00) Mountain Robillard erroneous 
Time (US & Canada) (pfe robilj01) 

Nov-25-2020 11:38:05 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 

Time (US & Canada) (pfe.byoung) 





Nov-25-2020 11:37:53 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
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Header Text: c4591001 
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 








on Nov/20/2020 Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Time (US & Canada) (pfe.byoung) 

Nov-24-2020 08:58:26 ACVOPFEINFP6000_ | Bradley Query 1: Answered Swab was 

(UTC-07:00) Mountain Young participant collected 

Time (US & Canada) (pfe.byoung) and is tracked under 
self-swab 

Nov-24-2020 00:49:57 ACVOPFEINFP6000_ | Vikas Joshi Query 1: Reissued:Opened DM: Please record 

(UTC-07:00) Mountain (pfe.joshiv22) reason for Sample 

Time (US & Canada) not collected in the 


response field of last 
question on this 
CRF (If no sample 
was collected .. .). 
Please review and 








update as 
appropriate. 
Nov-23-2020 15:17:58 ACVOPFEINFP6000_ | Bradley Query 1: Answered Original value is 
(UTC-07:00) Mountain Young correct 
Time (US & Canada) (pfe.byoung) 
Nov-23-2020 15:17:33 ACVOPFEINFP6000 | auto query Query 1: Opened ‘Sample Collected?’ 
(UTC-07:00) Mountain (autoquery) is marked as No and 
Time (US & Canada) ‘If no sample was 


collected or sample 
was not collected 
according to 
protocol, please 
provide reason’ is 
missing. Please 
review and update 
as appropriate. 





Noy-23-2020 15:17:33 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 


4. If no sample was collected or sample was not collected according to protocol, please provide reason: 


Date Location | User Value Reason 





Nov-25-2020 11:38:05 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


on Nov/20/2020 

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 











L.a 
Date | Location User | Value Reason 
Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner: SPECIAL 
Time (US & Canada) (pfe.byoung) IST 

Occurrence of Visits Not Appli 

or Contacts: cable 
Nov-25-2020 12:37:17 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Type of Practitioner: SPECIA | Information 
Time (US & Canada) (pfe.byoung) LIST 


Occurrence of Visits 0 
r Contacts: 





Nov-20-2020 16:57:22 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner: SPECIA 
Time (US & Canada) (pfe.byoung) LIST 


Occurrence of Visits o NO 
r Contacts: 





Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner: SPECIA 
Time (US & Canada) (pfe.byoung) LIST 


Occurrence of Visits 0 
r Contacts: 


1.a Physician or Healthcare Professional: 


Date Location | User Value Reason 








Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young SPECIALIST 
Time (US & Canada) (pfe.byoung) 


1.a Occurrence of Visits or Contacts: 


Date | Location User | Value Reason 








Nov-25-2020 12:39:39 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 
on Nov/20/2020 


Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

















Nov-25-2020 12:37:17 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 










Nov-20-2020 16:57:22 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 


1.b 
Date | Location User | Value Reason 





Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practition EMERGEN 
Time (US & Canada) (pfe.byoung) | er: CY ROOM 


Occurrence of Vis Not Applicab 
its or Contacts: le 


































Nov-25-2020 12:37:31 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Type of Practition EMERGEN _ | Information 
Time (US & Canada) (pfe.byoung) | er: CY ROOM 





Occurrence of Vis 
its or Contacts: 





Nov-20-2020 16:57:22 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practition EMERGEN 
Time (US & Canada) (pfe.byoung) | er: CY ROOM 


Occurrence of Vis NO 
its or Contacts: 





Nov-20-2020 16:55:58 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practition EMERGEN 
Time (US & Canada) (pfe.byoung) | er: CY ROOM 


Occurrence of Vis 
its or Contacts: 
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1.b Physician or Healthcare Professional: 


Date Location | User Value Reason 








Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young EMERGENCY ROOM 
Time (US & Canada) (pfe.byoung) 


1.b Occurrence of Visits or Contacts: 


Date | Location User | Value Reason 




















Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 12:37:31 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:57:22 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 
L.c 
Date Location User Value Reason 
Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practiti PRIMARY CA 
Time (US & Canada) (pfe.byoung) | oner: RE PHYSICIA 

N 


Occurrence of Not Applicable 
Visits or Contac 





ts: 
Nov-25-2020 12:37:41 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Type of Practiti PRIMARY CA __| Information 
Time (US & Canada) (pfe.byoung) | oner: RE PHYSICIA 
N 


Occurrence of 
Visits or Contac 





ts: 
Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practiti PRIMARY CA 
Time (US & Canada) (pfe.byoung) | oner: RE PHYSICIA 
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Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 
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N 


Occurrence of YES 
Visits or Conta =Number of Visi 
cts: ts or Contacts: 


1.c Physician or Healthcare Professional: 


Date Location | User Value Reason 








Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young PRIMARY CARE PHYSICIAN 
Time (US & Canada) (pfe.byoung) 





1.c Occurrence of Visits or Contacts: 


Date | Location User | Value Reason 




















Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 12:37:41 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:55:58 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young YES 
Time (US & Canada) (pfe.byoung) | Number of Visits or Contacts: 
1 
Ld 
Date | Location User | Value Reason 
Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner URGENT 
Time (US & Canada) (pfe.byoung) | ; CARE 
Occurrence of Visits Not Appli 
or Contacts: cable 
Nov-25-2020 12:37:52 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Type of Practitioner URGENT __| Information 
Time (US & Canada) (pfe.byoung) | ; CARE 
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on Nov/20/2020 
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Occurrence of Visits 
or Contacts: 





Nov-20-2020 16:57:22 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner URGENT 
Time (US & Canada) (pfe.byoung) | : CARE 


Occurrence of Visits NO 
or Contacts: 





Nov-20-2020 16:55:58 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner URGENT 
Time (US & Canada) (pfe.byoung) | ; CARE 


Occurrence of Visits 
or Contacts: 


1.d Physician or Healthcare Professional: 


Date Location | User Value Reason 








Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young URGENT CARE 
Time (US & Canada) (pfe.byoung) 





1.d Occurrence of Visits or Contacts: 


Date | Location User | Value Reason 

















Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 12:37:52 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:57:22 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 
L.e 
Date | Location User | Value Reason 
Nov-25-2020 12:39:39 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practiti TELEPHONE 
Time (US & Canada) (pfe.byoung) | oner: CONSULTATI 
ON 
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Occurrence of Not Applicable 
Visits or Conta 
cts: 























Nov-25-2020 12:38:02 ACVOPFEINFP6000_ | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Type of Practiti TELEPHONE Information 
Time (US & Canada) (pfe.byoung) | oner: CONSULTATI 

ON 





















Occurrence of 
Visits or Conta 
cts: 





Nov-20-2020 16:57:22 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practiti TELEPHONE 
Time (US & Canada) (pfe.byoung) | oner: CONSULTATI 

ON 


Occurrence of NO 
Visits or Conta 
cts: 





Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practiti TELEPHONE 
Time (US & Canada) (pfe.byoung) | oner: CONSULTATI 

ON 


Occurrence of 
Visits or Conta 
cts: 


Page 408 of 507 


*** Confidential*** 


FDA-CBER-2021-5683-0045547 
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Header Text: c4591001 

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 
on Nov/20/2020 

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





1.e Physician or Healthcare Professional: 


Date Location | User Value Reason 








Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young TELEPHONE CONSULTATION 
Time (US & Canada) (pfe.byoung) 


1.e Occurrence of Visits or Contacts: 


Date | Location User | Value Reason 





























Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 12:38:02 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 16:57:22 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 
If 
Date | Location User | Value Reason 
Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner: OTHER 
Time (US & Canada) (pfe.byoung) | Occurrence of Visits Not Appli 

or Contacts: cable 
Nov-25-2020 12:38:12 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Type of Practitioner: OTH _ | Information 
Time (US & Canada) (pfe.byoung) ER 

Occurrence of Visits or 

Contacts: 
Nov-20-2020 16:57:22 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner: | OTH 
Time (US & Canada) (pfe.byoung) ER 

Occurrence of Visits or NO 

Contacts: 
Nov-20-2020 16:55:58 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Type of Practitioner: | OTH 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 
on Nov/20/2020 


Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Time (US & Canada) (pfe.byoung) ER 


Occurrence of Visits or 
Contacts: 


1.f Physician or Healthcare Professional: 


Date Location | User Value Reason 








Nov-20-2020 16:55:58 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young OTHER 
Time (US & Canada) (pfe.byoung) 


1.f Occurrence of Visits or Contacts: 


Date | Location User | Value Reason 








Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 

Time (US & Canada) (pfe.byoung) 

Nov-25-2020 12:38:12 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 





Nov-20-2020 16:57:22 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 


2. Other Type of Practitioner Specify: 


Date Location | User Value Reason 





Nov-25-2020 12:39:39 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 


3. Has the subject been hospitalized due to potential COVID-19 illness? 


Date | Location User | Value Reason 








Nov-25-2020 12:39:39 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 12:38:30 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
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Header Text: c4591001 


on Nov/20/2020 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





Visit: POT_COVID_ILL 3 - Unscheduled Visit 


Form Version: 10-Oct-2020 15:59 


Form Status: Data Complete, Frozen 


Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 


Subject Initials: --- 


Generated Time (GMT): 29-Mar-2021 04:04 





Nov-20-2020 16:55:58 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000 | Bradley Data Entry: 
Young NO 
(pfe.byoung) 
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Header Text: c4591001 


Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History 
on Nov/20/2020 


Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Category of Clinical Event: 


Date Location User | Value Reason 





Nov-25-2020 12:40:13 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Not Applicable 

Time (US & Canada) 

Nov-25-2020 12:38:55 ACVOPFEINFP6000 | auto calc | Data Entry: Changed 
(UTC-07:00) Mountain (autocalc) Information 


Time (US & Canada) 





Nov-20-2020 16:56:30 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | POTENTIAL COVID-19 ILLNES 
Time (US & Canada) S 


2. Was a diagnosis obtained for Potential COVID-19 Illness? 


Date Location User | Value Reason 














Nov-25-2020 12:40:13 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Not Applicable 
Time (US & Canada) (pfe.byoung) 
Nov-25-2020 12:38:55 ACVOPFEINFP6000 | Bradley Data Entry: Changed 
(UTC-07:00) Mountain Young Information 
Time (US & Canada) (pfe.byoung) 
Nov-20-2020 17:00:57 ACVOPFEINFP6000 | Bradley Data Entry: Transcription Error 
(UTC-07:00) Mountain Young YES 
Time (US & Canada) (pfe.byoung) | Respiratory Illness Diagnosis: 

Strep Throat 


Date of Diagnosis: 





Nov/20/2020 
Nov-20-2020 16:56:30 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young NO 
Time (US & Canada) (pfe.byoung) 


3. Toxicity Grade: 


Date | Location User | Value Reason 
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Header Text: c4591001 


on Nov/20/2020 





Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History 


Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 











Nov-25-2020 12:40:13 
(UTC-07:00) Mountain 
Time (US & Canada) 





Nov-25-2020 12:39:05 
(UTC-07:00) Mountain 
Time (US & Canada) 





Nov-20-2020 16:56:30 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 












ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young Not Applicable 
(pfe.byoung) 


ACVOPFEINFP6000 | Bradley Data Entry: Changed 
Young Information 
(pfe.byoung) 


ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young 2 
(pfe.byoung) 
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Header Text: c4591001 
Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit 


Visit on Oct/23/2020 Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 





1. Date of Visit 


Date Location User Value | Reason 








Oct-23-2020 17:15:12 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Oct/23/2020 
Time (US & Canada) (pfe.Ibevan) 


3. COVID-19 Iliness Visit: 


Date Location User Value | Reason 








Oct-23-2020 17:15:12 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan COVID_Al 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 


Visit on Oct/23/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Back to Form 


1. Data Origin 


Date Location User | Value Reason 





Oct-23-2020 17:15:24 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 





Oct-23-2020 17:15:24 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SERUM 


Time (US & Canada) 


3. Sample Collected? 


Date Location User Value | Reason 


Oct-23-2020 17:15:30 ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 














Oct-23-2020 17:15:24 ACVOPFEINFP6000 | auto query | Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain (autoquery) is Yes, however no 
Time (US & Canada) barcodes are entered. 
Please review and 
correct as 
appropriate. 
Oct-23-2020 17:15:24 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan YES 
Time (US & Canada) (pfe.lbevan) | Date of Collection: 
Oct/23/2020 


5.a 
Date Location User Value | Reason 





Oct-23-2020 17:15:30 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: BH2445 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 


Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 


Visit on Oct/23/2020 


eCRF Audit Trail History 


Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


5.a Sample ID 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value | Reason 


Oct-23-2020 17:15:30 
(UTC-07:00) Mountain 
Time (US & Canada) 


5.b 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan BH2445 
(pfe.Ibevan) 





Date Location User Value | Reason 


Oct-23-2020 17:15:37 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan Sample ID: BSJPKH 
(pfe.Ibevan) 





5.b Sample ID 


Date Location User Value | Reason 


Oct-23-2020 17:15:37 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan BSJPKH 
(pfe.Ibevan) 


5.c 
Date Location User Value | Reason 











Oct-23-2020 17:15:48 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: BJ7MGB 
Time (US & Canada) (pfe.Ibevan) 
5.c Sample ID 
| Date | Location | User | Value | Reason 
Oct-23-2020 17:15:48 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan BJ7MGB 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_CONVA 2 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit 


Visit on Nov/13/2020 Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








Back to Form 





1. Date of Visit 


Date Location User Value Reason 








Nov-13-2020 16:28:07 ACVOPFEINFP6000_ | Madeline Kay Data Entry: Initial Entry 
(UTC-07:00) Mountain Maldonado Nov/13/2020 
Time (US & Canada) (pfe mmaldonado) 


3. COVID-19 Iliness Visit: 


Date Location User Value Reason 








Nov-13-2020 16:28:07 ACVOPFEINFP6000_ | Madeline Kay Data Entry: Initial Entry 
(UTC-07:00) Mountain Maldonado COVID_B1 
Time (US & Canada) (pfe mmaldonado) 
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Header Text: c4591001 
Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 


Visit on Nov/13/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Data Origin 


Date Location | User Value Reason 





Nov-13-2020 16:28:17 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location | User Value Reason 





Nov-13-2020 16:28:17 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SERUM 


Time (US & Canada) 


3. Sample Collected? 


Date Location User Value | Reason 


Nov-13-2020 16:55:04 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 











Nov-13-2020 16:28:17 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain (autoquery) is Yes, however no 
Time (US & Canada) barcodes are 


entered. Please 
review and correct 
as appropriate. 





Nov-13-2020 16:28:17 | ACVOPFEINFP6000 | Madeline Kay Data Entry: Initial Entry 
(UTC-07:00) Mountain Maldonado YES 
Time (US & Canada) (pfe mmaldonado) | Date of Collection: 

Nov/13/2020 


5.a 
Date Location User Value Reason 





Nov-13-2020 16:55:04 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: BH245B 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 

Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Visit on Nov/13/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

5.a Sample ID 

Date Location User Value Reason 
Nov-13-2020 16:55:04 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan BH245B 

Time (US & Canada) (pfe.Ibevan) 

5.b 

Date Location User Value Reason 
Nov-13-2020 16:55:25 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: BSJPVO 

Time (US & Canada) (pfe.lbevan) 

5.b Sample ID 

Date Location User Value Reason 
Nov-13-2020 16:55:25 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan BSJPVO 

Time (US & Canada) (pfe.lbevan) 


5.c 
Date Location User Value Reason 











Nov-13-2020 16:55:43 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: BSJPLN 
Time (US & Canada) (pfe.lbevan) 
5.c Sample ID 
| Date | Location | User | Value | Reason 
Nov-13-2020 16:55:43 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan BSJPLN 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 
Visit: POT_COVID_CONVA 3 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit 


Visit on Dec/18/2020 Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Date of Visit 
Date Location | User Value | Reason 


Mar-10-2021 04:01:34 ACVOPFEINFP6000 | Madhan Babu Query 3: Deleted Query is invalid or 
(UTC-07:00) Mountain (pfe.babum05) does not apply 
Time (US & Canada) 








Mar-09-2021 11:58:46 ACVOPFEINFP6000 | auto query Query 3: Candidate Erroneous Visit is 
(UTC-07:00) Mountain (autoquery) marked, but date of 
Time (US & Canada) visit is entered. 


Please either untick 
the erroneous visit 


button if visit 
occurred, or mark 
any forms 
containing data 
within this visit as 





Not Done/Not 

Applicable at the 

form level. 
Jan-20-2021 00:10:58 ACVOPFEINFP6000 | Madhan Babu Query 2: Deleted All forms marked 
(UTC-07:00) Mountain (pfe.babum05) NA 


Time (US & Canada) 





Jan-19-2021 14:20:16 ACVOPFEINFP6000_ | Erik Sundgaard Query 1: Closed Response satisfies 
(UTC-07:00) Mountain (pfe.sundgaardea) query 
Time (US & Canada) 





Jan-19-2021 11:42:51 ACVOPFEINFP6000 | auto query Query 2: Candidate Erroneous Visit is 
(UTC-07:00) Mountain (autoquery) marked, but date of 
Time (US & Canada) visit is entered. 


Please either untick 
the erroneous visit 
button if visit 
occurred, or mark 
any forms 
containing data 
within this visit as 


Not Done/Not 
Applicable at the 
form level. 
Jan-19-2021 11:42:42 ACVOPFEINFP6000 | Emily Wilcox Query 1: Answered | Procedures for 
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Header Text: c4591001 

Visit: POT_COVID_CONVA 3 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit 
Visit on Dec/18/2020 Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

(UTC-07:00) Mountain (pfe.ewilcox) COVID_C1 are 
Time (US & Canada) duplicates for 


procedures done at 
Visit 101. Will 
mark this eCRF as 
erroneous and 
attribute blood 
sample to Visit 101. 





Jan-11-2021 12:07:36 ACVOPFEINFP6000 | Mary Campbell Query 1: Opened Per CCG section 
(UTC-07:00) Mountain (pfe.campbm25) 8.29.2 since 
Time (US & Canada) COVID_C was 


marked erroneous 
please mark this 
visit erroneous. 
Clear the forms 
with FORM Level 
comment of Not 
Done. Send an SCF 
to Pfizer to destroy 





samples per CT29 

process. 
Dec-18-2020 17:06:09 ACVOPFEINFP6000 | Lindsey Bevan Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.Ibevan) Dec/18/2020 


Time (US & Canada) 





2. Erroneous Visit 


Date Location User Value Reason 











Mar-09-2021 11:58:46 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan ERRONEOUS VISIT 

Time (US & Canada) (pfe.lbevan) 

Feb-25-2021 10:46:20 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan 

Time (US & Canada) (pfe.lbevan) 

Jan-19-2021 11:42:51 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox ERRONEOUS VISIT 

Time (US & Canada) (pfe.ewilcox) 





3. COVID-19 Iliness Visit: 


Date Location User Value Reason 
Mar-10-2021 01:03:39 | ACVOPFEINFP6000 | Cavin van Query 2: Closed Response satisfies 
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Header Text: c4591001 

Visit: POT_COVID_CONVA 3 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit 
Visit on Dec/18/2020 Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 



















(UTC-07:00) Mountain 
Time (US & Canada) 


Schalkwyk 
(pfe.vanscc01) 





















Mar-09-2021 11:23:41 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000_ | Lindsey Bevan 
(pfe.Ibevan) 


Not unfroze. Have 
asked CRA to 
unfreeze applicable 
forms 


Query 2: Answered 





















Mar-05-2021 11:52:18 
(UTC-07:00) Mountain 
Time (US & Canada) 







ACVOPFEINFP6000_ | Elizabeth 
Chatburn 
(pfe.chatbe) 


forms unfrozen 
please update 


Query 2: Reissued:Opened 


































Mar-05-2021 09:04:21 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 | Bradley Young 
(pfe.byoung) 


Query 2: Answered Samples collected 
under COVID-C1 
erroneously. Should 
be under V=101. Will 
you unfreeze both of 
these visits. Thank 


you. 








Mar-03-2021 06:00:45 =| ACVOPFEINFP6000_ | Nishanthi Query 2: Opened DM: Convalescent 
(UTC-07:00) Mountain Audhimoolam visit - COVID_Cl 
Time (US & Canada) (pfe.audhin) has been updated, 


however 
corresponding 
COVID illness visit - 
COVID_C is marked 
as Erroneous. Please 
review and update 
this 
CONVALESCENT 
visit as appropriate, 
else clarify further. 
Thank you. 





Mar-02-2021 13:15:05 | ACVOPFEINFP6000 | Lindsey Bevan Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.lbevan) COVID_C1 


Time (US & Canada) 





Mar-02-2021 13:14:55 | ACVOPFEINFP6000 | Lindsey Bevan Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.Ibevan) 
Time (US & Canada) 





Jan-19-2021 14:20:37 ACVOPFEINFP6000 | Erik Sundgaard Query 1: Closed 
(UTC-07:00) Mountain (pfe.sundgaardea) 
Time (US & Canada) 


Jan-19-2021 11:43:32 ACVOPFEINFP6000_ | Emily Wilcox Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.ewilcox) Not Applicable 
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Header Text: c4591001 

Visit: POT_COVID_CONVA 3 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit 
Visit on Dec/18/2020 Trail History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified 
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Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 




























Time (US & Canada) 












Jan-19-2021 11:38:16 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 | auto query 


(autoquery) 


Query 1: Answered Transcription Error 





Jan-19-2021 11:38:16 ACVOPFEINFP6000_ | Emily Wilcox Data Entry: 
(UTC-07:00) Mountain (pfe.ewilcox) 
Time (US & Canada) 


Transcription Error 





Dec-21-2020 18:11:28 | ACVOPFEINFP6000 | Amita Sushant Query 1: Opened 
(UTC-07:00) Mountain Surve 
Time (US & Canada) (pfe.survea03) 


DM: Subject has 
completed 
Convalescent visit 
(COVID_C1), 
however 
corresponding 
COVID illness visit 
(COVID_C) is 
marked erroneous. 
Please review and 
update the details as 
appropriate, else 
clarify with comment. 
Thank you. 





Dec-18-2020 17:06:09 | ACVOPFEINFP6000 | Lindsey Bevan Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.lbevan) COVID_C1 


Time (US & Canada) 
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Header Text: c4591001 


Visit: POT_COVID_CONVA 3 - Unscheduled 
Visit on Dec/18/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location | User Value Reason 


Mar-09-2021 11:59:36 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





auto calc | Data Entry: Initial Entry 
(autocalc) | Not Applicable 


Mar-09-2021 11:59:25 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


Jan-21-2021 09:56:46 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-21-2021 09:55:48 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-19-2021 11:57:48 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-19-2021 11:57:39 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


Dec-18-2020 17:18:59 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 


auto calc | Data Entry: Transcription Error 
(autocalc) 





auto calc | Data Entry: Initial Entry 
(autocalc) | SITE 





auto calc | Data Entry: Initial Entry 
(autocalc) 





auto calc | Data Entry: Initial Entry 
(autocalc) | Not Applicable 





auto calc | Data Entry: Transcription Error 
(autocalc) 





auto calc | Data Entry: Initial Entry 
(autocalc) | SITE 


Date Location | User Value Reason 


Mar-09-2021 11:59:36 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





Mar-09-2021 11:59:25 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-21-2021 09:56:46 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


Page 





auto calc | Data Entry: Initial Entry 
(autocalc) | Not Applicable 





auto calc | Data Entry: Transcription Error 
(autocalc) 





auto calc | Data Entry: Initial Entry 
(autocalc) | SERUM 
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Header Text: c4591001 

Visit: POT_COVID_CONVA 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Visit on Dec/18/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


















Jan-21-2021 09:55:48 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) 
Time (US & Canada) 





Jan-19-2021 11:57:48 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Not Applicable 


Time (US & Canada) 





Jan-19-2021 11:57:39 ACVOPFEINFP6000 | auto calc | Data Entry: 
(UTC-07:00) Mountain (autocalc) 
Time (US & Canada) 


Transcription Error 











Dec-18-2020 17:18:59 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SERUM 


Time (US & Canada) 


3. Sample Collected? 


Date | Location User | Value | Reason 





Mar-09-2021 11:59:36 ACVOPFEINFP6000 | Lindsey Bevan | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.lbevan) Not Applicable 


Time (US & Canada) 





Mar-09-2021 11:59:25 ACVOPFEINFP6000_ | auto query Query 5: Deleted Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 








Mar-09-2021 11:59:25 ACVOPFEINFP6000 | Lindsey Bevan | Data Entry: Transcription Error 
(UTC-07:00) Mountain (pfe.Ibevan) 

Time (US & Canada) 

Mar-09-2021 11:59:14 ACVOPFEINFP6000_ | auto query Query 5: Candidate ‘Sample Collected?' is 
(UTC-07:00) Mountain (autoquery) Yes, however no 


Time (US & Canada) barcodes are entered. 


Please review and 
correct as appropriate. 











Mar-03-2021 03:58:26 | ACVOPFEINFP6000 | Sonal K Query 4: Closed Data updated 
(UTC-07:00) Mountain (pfe ks66) 
Time (US & Canada) 
Mar-02-2021 13:14:42 ACVOPFEINFP6000 | Lindsey Bevan | Query 4: Answered Please unfreeze DOV 
(UTC-07:00) Mountain (pfe.Ibevan) CRF 
Time (US & Canada) 
Mar-02-2021 03:57:37 ACVOPFEINFP6000 | Pratiksha Query 4: Opened DM: Per ‘DOV 
(UTC-07:00) Mountain Mahadik CONV’ CRF, 
Time (US & Canada) (pfe mahadp07) COVID-19 Illness 
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Header Text: c4591001 


Visit: POT_COVID_CONVA 3 - Unscheduled 


Visit on Dec/18/2020 


Form Version: 22-Apr-2020 21:03 


Site No: 1006 
Subject No: 10061040 


Generated By: pfe.levissc 


Feb-26-2021 01:20:09 
(UTC-07:00) Mountain 
Time (US & Canada) 


Feb-25-2021 10:46:34 
(UTC-07:00) Mountain 
Time (US & Canada) 


Feb-24-2021 21:47:12 
(UTC-07:00) Mountain 
Time (US & Canada) 


Feb-24-2021 11:04:15 
(UTC-07:00) Mountain 
Time (US & Canada) 


Feb-22-2021 11:05:53 
(UTC-07:00) Mountain 
Time (US & Canada) 


Jan-21-2021 09:56:46 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 


ACVOPFEINFP6000 


ACVOPFEINFP6000 


ACVOPFEINFP6000 





ACVOPFEINFP6000 


Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 
Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Natasha 
Rajkumar 
(pfe rajkun) 


Query 3: Closed 


Lindsey Bevan | Query 3: Answered 


(pfe.Ibevan) 


Natasha 
Rajkumar 
(pfe rajkun) 


Query 3: Reissued:Opened 


Lindsey Bevan 
(pfe.Ibevan) 


Query 3: Answered 


Query 3: Opened 


Cheryl 
Haseman 
(pfe hasemc) 





Visit = Not 
Applicable. However 
sample details are 
recorded on this CRF. 
Kindly confirm if visit 
is occurred if correct 
then update response 
to ‘COVID-19 Illness 
Visit? on DOV CONV 
CRF. Else update 
SAMP TRK form. 


Response satisfies 
query 


Changed data per 
query 


Thank you for your 
response. CRF has 
been unfrozen, please 
update the data as 
required. 





Please unfreeze CRF 
as visit was NOT 
erroneous 


‘Erroneous Visit’ is 
marked in DOV CRF 
but data is present in 
this CRF. Please 
untick erroneous visit 
button in DOV CRF 
*if* visit occurred. 
Otherwise, add 
form-level comment = 
NOT 
APPLICABLE/NOT 
DONE to forms 
containing data within 
this visit. 


ACVOPFEINFP6000 | Lindsey Bevan | Data Entry: Initial Entry 
(pfe.Ibevan) YES 
Date of Collection: 
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Header Text: c4591001 

Visit: POT_COVID_CONVA 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Visit on Dec/18/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 








| Dec/18/2020 














Jan-21-2021 09:55:48 ACVOPFEINFP6000 | Lindsey Bevan | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.Ibevan) 
Time (US & Canada) 





Jan-19-2021 11:57:48 ACVOPFEINFP6000 | Emily Wilcox | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.ewilcox) Not Applicable 


Time (US & Canada) 
















Jan-19-2021 11:57:39 
(UTC-07:00) Mountain 
Time (US & Canada) 


Jan-19-2021 11:57:39 ACVOPFEINFP6000 | Emily Wilcox | Data Entry: 
(UTC-07:00) Mountain (pfe.ewilcox) 
Time (US & Canada) 


Jan-19-2021 11:49:00 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 


Dec-22-2020 10:04:10 ACVOPFEINFP6000_ | auto query Query 1: Closed 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Dec-21-2020 05:58:06 ACVOPFEINFP6000_ | Roshni Nair Query 1: Opened 
(UTC-07:00) Mountain (pfe nairr29) 
Time (US & Canada) 


Dec-18-2020 17:18:59 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 







ACVOPFEINFP6000 





auto query 
(autoquery) 


Query 2: Deleted Close Auto Query 





Transcription Error 












auto query Query 2: Candidate 
(autoquery) 


‘Sample Collected?' is 
Yes, however no 
barcodes are entered. 
Please review and 
correct as appropriate. 

















Close Auto Query 





‘Sample Collected?' is 
Yes, however no 
barcodes are entered. 
Please review and 
correct as appropriate. 
















auto query Query 1: Candidate 
(autoquery) 


‘Sample Collected?' is 
Yes, however no 
barcodes are entered. 
Please review and 
correct as appropriate. 


















Dec-18-2020 17:18:59 ACVOPFEINFP6000 | Emily Wilcox | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.ewilcox) YES 
Time (US & Canada) Date of Collection: 

Dec/18/2020 


4. If no sample was collected or sample was not collected according to protocol, please provide reason: 





Page 427 of 507 


*** Confidential *** 


FDA-CBER-2021-5683-0045566 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 
Visit: POT_COVID_CONVA 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 














Visit on Dec/18/2020 eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Date Location | User | Value Reason 
Mar-09-2021 11:59:36 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Not Applicable 

Time (US & Canada) (pfe.lbevan) 

Jan-21-2021 09:55:48 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan 

Time (US & Canada) (pfe.Ibevan) 

Jan-19-2021 11:57:48 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Not Applicable 

Time (US & Canada) (pfe.ewilcox) 


5.a 
Date Location User Value Reason 


























Mar-09-2021 11:58:57 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan Sample ID: 
Time (US & Canada) (pfe.lbevan) 
Jan-21-2021 09:56:46 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: BCSY34 
Time (US & Canada) (pfe.lbevan) 
Jan-19-2021 11:47:45 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox Sample ID: 
Time (US & Canada) (pfe.ewilcox) 
Dec-22-2020 10:04:10 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample ID: BCSY34 
Time (US & Canada) (pfe.lbevan) 
5.a Sample ID 
Date Location User Value Reason 
Mar-09-2021 11:58:57 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan 
Time (US & Canada) (pfe.lbevan) 
Jan-21-2021 09:56:46 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan BCS Y34 
Time (US & Canada) (pfe.lbevan) 
Jan-19-2021 11:47:45 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 


Visit: POT_COVID_CONVA 3 - Unscheduled 
Visit on Dec/18/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





Dec-22-2020 10:04:10 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Lindsey 


Data Entry: Initial Entry 
Bevan BCSY34 
(pfe.lbevan) 


5.b 
Date Location User Value Reason 





Mar-09-2021 11:59:05 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Lindsey Data Entry: Transcription Error 
Bevan Sample ID: 
(pfe.lbevan) 





Jan-21-2021 09:56:46 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Lindsey Data Entry: Initial Entry 
Bevan Sample ID: BS8WJB 
(pfe.lbevan) 





Jan-19-2021 11:48:28 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Emily Data Entry: Transcription Error 
Wilcox Sample ID: 


(pfe.ewilcox) 





Dec-22-2020 10:04:30 
(UTC-07:00) Mountain 
Time (US & Canada) 


5.b Sample ID 


ACVOPFEINFP6000 


Lindsey Data Entry: Initial Entry 
Bevan Sample ID: BS8WJB 
(pfe.lbevan) 


Date Location User Value Reason 





Mar-09-2021 11:59:05 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 





Lindsey Data Entry: Transcription Error 
Bevan 
(pfe.lbevan) 





Jan-21-2021 09:56:46 
(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-19-2021 11:48:28 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


ACVOPFEINFP6000 





Lindsey Data Entry: Initial Entry 

Bevan BS8WJB 

(pfe.lbevan) 

Emily Data Entry: Transcription Error 
Wilcox 


(pfe.ewilcox) 





Dec-22-2020 10:04:30 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 


Lindsey Data Entry: Initial Entry 
Bevan BS8WJB 
(pfe.lbevan) 


5.c 
Date Location User Value Reason 
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Header Text: c4591001 


Visit: POT_COVID_CONVA 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
Visit on Dec/18/2020 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Mar-09-2021 11:59:14 
(UTC-07:00) Mountain 
Time (US & Canada) 









(UTC-07:00) Mountain 
Time (US & Canada) 


Jan-21-2021 09:56:46 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan Sample ID: BI7MKK 
(pfe.lbevan) 


Jan-19-2021 11:49:00 
(UTC-07:00) Mountain 
Time (US & Canada) 

























(UTC-07:00) Mountain 
Time (US & Canada) 


Dec-22-2020 10:04:42 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan Sample ID: BI7MKK 
(pfe.lbevan) 





5.c Sample ID 


Date Location User Value Reason 





Mar-09-2021 11:59:14 ACVOPFEINFP6000_ | Lindsey Data Entry: 
Bevan 
(pfe.lbevan) 


(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-21-2021 09:56:46 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan BJ7MKK 
(pfe.lbevan) 


(UTC-07:00) Mountain 
Time (US & Canada) 





Jan-19-2021 11:49:00 ACVOPFEINFP6000 | Emily Data Entry: 
Wilcox 
(pfe.ewilcox) 


(UTC-07:00) Mountain 
Time (US & Canada) 





(UTC-07:00) Mountain 
Time (US & Canada) 


Dec-22-2020 10:04:42 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan BJ7MKK 
(pfe.lbevan) 








ACVOPFEINFP6000 


ACVOPFEINFP6000 


eCRF Audit Trail History 

Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 























Lindsey Data Entry: Transcription Error 
Bevan Sample ID: 


(pfe.lbevan) 














Emily Data Entry: Transcription Error 
Wilcox Sample ID: 


(pfe.ewilcox) 


Transcription Error 


Transcription Error 
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Header Text: c4591001 


Visit: Unplanned | - Unscheduled Visit on 
Aug/18/2020 


Form Version: 22-Apr-2020 21:02 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Back to Form 


Form: DATE OF VISIT - eCRF Audit Trail History 


Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1. Date of Visit 





Date Location User Value Reason 





(UTC-07:00) Mountain 


Aug-20-2020 12:46:42 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan Aug/18/2020 
(pfe.Ibevan) 


Time (US & Canada) 
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Header Text: c4591001 

Visit: Unplanned | - Unscheduled Visit on Form: UNPLANNED VISIT - eCRF Audit Trail History 
Aug/18/2020 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 























I. Assessments 
Date Location | User Value | Reason 





Feb-22-2021 11:02:11 ACVOPFEINFP6000 | Cheryl Query 2: Closed Invalid query - Query 
(UTC-07:00) Mountain Haseman placed on incorrect 
Time (US & Canada) (pfe hasemc) CRF in incorrect visit. 
Feb-22-2021 10:59:57 ACVOPFEINFP6000 | Cheryl Query 2: Opened ‘Erroneous Visit' is 
(UTC-07:00) Mountain Haseman marked in DOV CRF 
Time (US & Canada) (pfe hasemc) but data is present in 


this CRF. Please 
untick erroneous visit 
button in DOV CRF 
*if* visit occurred. 
Otherwise, add 
form-level comment = 
NOT 
APPLICABLE/NOT 
DONE to forms 
containing data within 
this visit. 










Aug-20-2020 12:46:53 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 





auto query 
(autoquery) 


Query 1: Deleted Close Auto Query 












ACVOPFEINFP6000 ‘Contact Outcome is 
ticked however 
‘CONTACT 
OUTCOME ' form is 
not entered. Please 


review and update as 















Aug-20-2020 12:46:45 
(UTC-07:00) Mountain 
Time (US & Canada) 


auto query 
(autoquery) 


Query 1: Candidate 









appropriate. 
Aug-20-2020 12:46:45 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan CONTACT OUTCOME 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 

Visit: Unplanned | - Unscheduled Visit on Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail 
Aug/18/2020 History 

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 


1. Contact Type: 


Date Location | User Value Reason 





Aug-20-2020 12:46:53 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | TELEPHONE VISIT 


Time (US & Canada) 


2. Was contact made? 


Date Location User Value Reason 








Aug-20-2020 12:46:53 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan YES 
Time (US & Canada) (pfe.lbevan) | Date of Contact: 

Aug/18/2020 


Contact Outcome: 


VISIT NOT ARRANGED, RE 
ACTION NO LONGER PRESE 
NT 
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Header Text: c4591001 

Visit: End of Treatment - Unscheduled 
Form Version: 15-Sep-2020 21:55 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


Form: DISPOSITION - TREATMENT - eCRF Audit Trail History 
Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1, Date of Completion/Discontinuation/Death : 


Date Location | User Value | Reason 


Oct-02-2020 17:47:57 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Phase of Disposition: 


ACVOPFEINFP6000_ | Colby 





Data Entry: Initial Entry 
Bostock Oct/2/2020 
(pfe.cbostock) 


Date Location User | Value Reason 


Oct-02-2020 17:47:57 
(UTC-07:00) Mountain 
Time (US & Canada) 


3. Status: 


ACVOPFEINFP6000 | auto calc | Data Entry: 





Initial Entry 
(autocalc) | VACCINATION 





Date Location | User Value | Reason 


Oct-02-2020 17:47:57 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Colby 





Data Entry: Initial Entry 
Bostock COMPLETED 
(pfe.cbostock) 
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Header Text: c4591001 

Visit: POT_COVID_REPEAT_SWAB 1 - Form: DATE OF VISIT - REPEAT SWAB - eCRF Audit Trail History 
Unscheduled Visit on Nov/20/2020 

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 












1. Date of Visit 


Date Location | User Value Reason 








Nov-25-2020 13:03:27 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Nov/20/2020 
Time (US & Canada) (pfe.byoung) 





3. COVID-19 Repeat Swab: 


Date Location User Value Reason 











Nov-27-2020 11:49:42 ACVOPFEINFP6000_ | Vrunda Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Parikh query 
Time (US & Canada) (pfe.parikv06) 













ACVOPFEINFP6000 







Nov-25-2020 16:03:13 
(UTC-07:00) Mountain 
Time (US & Canada) 


auto query Query 1: Answered Transcription Error 


(autoquery) 




















Nov-25-2020 16:03:13 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000_ | Bradley 
Young 


(pfe.byoung) 


Data Entry: Transcription Error 


COVID_BR1 










Nov-25-2020 14:17:43 ACVOPFEINFP6000 | Vrunda Query 1: Opened CLINQUERY: Is 
(UTC-07:00) Mountain Parikh this swab a part of 
Time (US & Canada) (pfe.parikv06) COVID_B visit? If 






so, please update to 
COVID_BRI. Per 
CCG, If the visit is a 
Ist repeat of 
COVID_B visit, then 
COVID_BR1 should 
be selected. 














Nov-25-2020 13:03:27 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young COVID_AR1 
Time (US & Canada) (pfe.byoung) 
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Header Text: c4591001 


Visit: POT_COVID_REPEAT_ SWAB 1 - 
Unscheduled Visit on Nov/20/2020 


Form Version: 10-Oct-2020 15:57 
Site No: 1006 

Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location | User Value Reason 


Nov-25-2020 13:03:51 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 





(autocalc) | SITE 





Date Location | User Value Reason 


(UTC-07:00) Mountain 





Nov-25-2020 13:03:51 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
Young NASAL_SWAB_SELF 
(pfe.byoung) 


Time (US & Canada) 


3. Sample Collected? 





Date | Location User | Value Reason 





Nov-25-2020 13:04:17 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query 


(UTC-07:00) Mountain 
Time (US & Canada) 


(autoquery) 





Nov-25-2020 13:03:51 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain 
Time (US & Canada) 


(autoquery) is Yes, however no 
barcodes are 
entered. Please 
review and correct 
as appropriate. 





Nov-25-2020 13:03:51 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


Young YES 
(pfe.byoung) | Date of Collection: 


Nov/20/2020 


5.a 
Date Location | User Value Reason 





(UTC-07:00) Mountain 
Time (US & Canada) 


Nov-25-2020 13:04:17 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
Young Sample ID: CV44430 
(pfe.byoung) 
Page 436 of 507 
**%* Confidential*** 


FDA-CBER-2021-5683-0045575 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 





Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





5.a Sample ID 


Visit: POT_COVID_REPEAT_SWAB 1 - Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF 
Unscheduled Visit on Nov/20/2020 Audit Trail History 
Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User Value Reason 





Nov-25-2020 13:04:17 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
Young CV44430 
(pfe.byoung) 
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Header Text: c4591001 
Visit: Logs - Unscheduled 


Form: ADVERSE EVENT REPORT - Audit Trail 


Form Version: 22-Apr-2020 21:02 Form Status: 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


Date Location User Value Reason 





Sep-16-2020 07:48:17 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Heather Form Created 
Littell 
(pfe hlittell) 
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Header Text: c4591001 


Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail 

Form Version: 22-Apr-2020 21:02 Form Status: 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





ee THIS REPEATING FORM HAS BEEN DELETED *** 





Back to Form 


Date Location User Value Reason 


Oct-12-2020 16:56:04 ACVOPFEINFP6000 | Lindsey Form Deleted To be captured 









(UTC-07:00) Mountain Bevan on COVID 
Time (US & Canada) (pfe.Ibevan) Illness pages 
Sep-24-2020 12:23:34 ACVOPFEINFP6000 | Lindsey Form Created 
(UTC-07:00) Mountain Bevan 
Time (US & Canada) (pfe.lbevan) 
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Header Text: c4591001 
Visit: Logs - Unscheduled 


Form: ADVERSE EVENT REPORT - Audit Trail 


Form Version: 22-Apr-2020 21:02 Form Status: 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date | Location | User Value | Reason 





Dec-02-2020 16:46:06 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Lindsey Form Created 
Bevan 
(pfe.Ibevan) 
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Header Text: c4591001 
Visit: Logs - Unscheduled 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: ADVERSE EVENT REPORT - Audit Trail 


Form Version: 22-Apr-2020 21:02 Form Status: 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date | Location | User | Value | Reason 





Jan- 13-2021 13:01:09 
(UTC-07:00) Mountain 
Time (US & Canada) 





*** Confidential *** 


ACVOPFEINFP6000 | Emily Form Created 
Wilcox 
(pfe.ewilcox) 
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Header Text: c4591001 
Visit: Logs - Unscheduled 


Form: ADVERSE EVENT REPORT - Audit Trail 


Form Version: 22-Apr-2020 21:02 Form Status: 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date | Location | User | Value | Reason 





Jan-13-2021 13:04:52 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 | Emily Form Created 
Wilcox 
(pfe.ewilcox) 
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Header Text: c4591001 
Visit: Logs - Unscheduled 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: ADVERSE EVENT REPORT - Audit Trail 


Form Version: 22-Apr-2020 21:02 Form Status: 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date Location User Value Reason 





Mar-03-2021 09:27:32 
(UTC-07:00) Mountain 
Time (US & Canada) 





*** Confidential *** 


ACVOPFEINFP6000 | Lindsey Form Created 
Bevan 
(pfe.Ibevan) 
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Header Text: c4591001 


Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 











1. Category: 

Date Location User | Value Reason 
Sep- 16-2020 07:48:17 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT 


Time (US & Canada) 


2. AE ID: 


Date Location User | Value Reason 


Sep- 16-2020 07:48:17 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 1 
Time (US & Canada) 


3. Adverse Event: 
(If possible specify diagnosis, not individual symptoms) 


Date | Location | User | Value | Reason 











Nov-04-2020 13:15:31 ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies 
(UTC-07:00) Mountain Bouguermouh query 

Time (US & Canada) (pfe.bougus) 

Nov-04-2020 09:07:26 ACVOPFEINFP6000_ | Lindsey Query 2: Answered Event prior to 
(UTC-07:00) Mountain Bevan Amendment 6 
Time (US & Canada) (pfe.Ibevan) guidance. PI used 


his discression per 
Amendment 5 





guidance. 
Nov-03-2020 14:36:58 ACVOPFEINFP6000 | Salim Query 2: Reissued:Opened Clin: Per Prot #6 Sec 
(UTC-07:00) Mountain Bouguermouh 8.13., SORE 
Time (US & Canada) (pfe.bougus) THROAT, COUGH 


do not overlap with 
specific systemic 
events (ie, fever, 
chills, new or 
increased muscle 
pain, diarrhea, 
vomiting) should 
have please 
triggered a 
COVID-19 visit and 
captured only on the 
CRF SOD form 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Nov-03-2020 11:24:19 ACVOPFEINFP6000 | Lindsey Query 2: Answered PI deemed swab not 
(UTC-07:00) Mountain Bevan indicated and event 
Time (US & Canada) (pfe.Ibevan) prior to Amendment 


6 requirements. 





Nov-02-2020 22:08:12 ACVOPFEINFP6000 | Sathenapalli | Query 2: Opened Clin: Per Prot Sec 

(UTC-07:00) Mountain Suguna 8.13., potential 

Time (US & Canada) Srujan COVID-19 - STREP 
(pfe.srujas) THROAT (cough, 


sore throat, fever?) 
should have please 
triggered a COVID 
Illness Visit 
irrespective of 
perceived etiology, 
clinical significance 
and captured also on 
the SOD form 





Nov-02-2020 17:49:38 ACVOPFEINFP6000 | Salim Query 2: Candidate Clin: Per Prot Sec 

(UTC-07:00) Mountain Bouguermouh 8.13., potential 

Time (US & Canada) (pfe.bougus) COVID-19 - STREP 
THROAT (cough, 


sore throat, fever?) 
should have please 
triggered a COVID 
Illness Visit 
irrespective of 
perceived etiology, 
clinical significance 
and captured also on 
the SOD form 





Sep-21-2020 19:06:28 ACVOPFEINFP6000 | Hao Hu Query 1: Closed Response satisfies 
(UTC-07:00) Mountain (pfe huh17) query 
Time (US & Canada) 





Sep- 18-2020 11:05:08 ACVOPFEINFP6000_ | Lindsey Query 1: Answered Subject diagnosed 
(UTC-07:00) Mountain Bevan with Strep throat 
Time (US & Canada) (pfe.lbevan) prior to notifying 


site of symptoms. 
Diagnosis captured 
per guidelines 





Sep-17-2020 18:49:15 ACVOPFEINFP6000 | Hao Hu Query 1: Opened ClinQuery: 
(UTC-07:00) Mountain (pfe huh17) COVID-like illness: 
Time (US & Canada) If subject has 


experienced any of 
the symptoms listed 
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Header Text: c4591001 


Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 











in section 8.13 a 
COVID illness must 
occur. Please 
confirm subject has 
been contacted and 





update COVID log 
as appropriate. 
Thanks 

Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 

(UTC-07:00) Mountain Littell Strep throat 

Time (US & Canada) (pfe hlittell) 


4. Start Date Time: 


Date Location | User | Value Reason 





Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Sep/8/2020 UNK:UNK 
Time (US & Canada) (pfe hlittell) 


5. Is the adverse event still ongoing? 


Date | Location User | Value Reason 


Nov-15-2020 05:14:12 ACVOPFEINFP6000_ | Mark Harre Query 1: Closed Response satisfies 
(UTC-07:00) Mountain (pfe.harrem05) query 
Time (US & Canada) 








Nov-12-2020 14:35:33 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 











Nov-12-2020 14:35:33 ACVOPFEINFP6000 | Megan Data Entry: Transcription Error 
(UTC-07:00) Mountain Grimmett NO 
Time (US & Canada) (pfe.mgrimmett) | End Date Time: 

Sep/18/2020 UNK:UNK 
Nov-11-2020 08:36:25 ACVOPFEINFP6000_ | Mark Harre Query 1: Opened Please confirm if 
(UTC-07:00) Mountain (pfe.harrem05) AE is still ongoing, 
Time (US & Canada) if not please provide 

a stop date 

Sep- 16-2020 07:48:17 ACVOPFEINFP6000 | Heather Littell | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.hlittell) YES 


Time (US & Canada) 





6. Toxicity Grade: 
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Header Text: c4591001 


Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 





Date Location | User | Value Reason 





Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell 2 
Time (US & Canada) (pfe hlittell) 





7. Is the adverse event serious? 
If Yes, NOTIFY PFIZER IMMEDIATELY. 


Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant 
disabilityfincapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may 
require medical/surgical intervention to prevent above outcomes). 


Date Location | User | Value Reason 


Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NO 
Time (US & Canada) (pfe hlittell) 


8. Is this adverse event the result of a study Medication Error? 
If Yes, record the type of medication error on the Medication Error Log. 


Date Location | User | Value Reason 


Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NO 
Time (US & Canada) (pfe hlittell) 


9. Is this event related to study treatment: 


Date Location | User | Value Reason 











Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NOT RELATED 
Time (US & Canada) (pfe.hlittell) | If Not Related to study treatment( 


s), this event is due to: 
OTHER 
If Other, specify: 


bacterial infection 


10. Latest Action Taken with Study Treatment: 


Date Location | User | Value Reason 
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Header Text: c4591001 














Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NOT APPLICABLE 

Time (US & Canada) (pfe hlittell) 


11. Was a Concomitant Medication given? 


Date Location | User | Value Reason 


Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell YES 
Time (US & Canada) (pfe hlittell) 


12. Was a Non-Drug Treatment given? 


Date Location | User | Value Reason 


Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NO 
Time (US & Canada) (pfe hlittell) 


13. What was the outcome of this adverse event?: 


Date | Location User | Value Reason 

















Nov-12-2020 14:35:47 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 











Nov-12-2020 14:35:47. | ACVOPFEINFP6000 | Megan Data Entry: Transcription Error 

(UTC-07:00) Mountain Grimmett RECOVERED/RESOLVED 

Time (US & Canada) (pfe.mgrimmett) 

Nov-12-2020 14:35:33 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Strep throat: 

(UTC-07:00) Mountain (autoquery) Response to "What 

Time (US & Canada) was the outcome of 
this adverse event?" is 
"Recovering/Resolving' 
but AE End Date/Time 
is present. 

Sep- 16-2020 07:48:17. | ACVOPFEINFP6000 | Heather Littell | Data Entry: Initial Entry 

(UTC-07:00) Mountain (pfe.hlittell) RECOVERING/RESOLVIN 

Time (US & Canada) G 


14, Did the adverse event cause the subject to be discontinued from the study? 


Date Location | User | Value Reason 
Sep- 16-2020 07:48:17 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell NO 
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Header Text: c4591001 

Visit: Logs - Unscheduled 

Form Version: 22-Apr-2020 21:02 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Status: Data Complete, Locked, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 








Time (US & Canada) | 


*** Confidential *** 


| (pfe hlittell) | | 
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Back to Form 





1. Category: 

Date Location User | Value Reason 
Sep-24-2020 12:23:34 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT 


Time (US & Canada) 


2. AE ID: 


Date Location User | Value Reason 


Sep-24-2020 12:23:34 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 2 
Time (US & Canada) 


3. Adverse Event 
(If possible specify diagnosis, not individual symptoms) 


Date Location User Value Reason 














Oct-15-2020 20:32:56 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies 

(UTC-07:00) Mountain Bouguermouh query 

Time (US & Canada) (pfe.bougus) 

Oct-12-2020 16:56:04 ACVOPFEINFP6000 | auto query Query 1: Answered To be captured on 

(UTC-07:00) Mountain (autoquery) COVID Illness 

Time (US & Canada) pages 

Oct-07-2020 07:41:12 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: Please the 

(UTC-07:00) Mountain Bouguermouh event DIARRHEA 

Time (US & Canada) (pfe.bougus) should be entered on 
the potential COVID 
Illness Visit CRF 


forms, irrespective 
of possible etiology, 
and removed from 





the AE CRF form. 

documented 
Oct-06-2020 16:22:59 ACVOPFEINFP6000_ | Lindsey Query 1: Answered Query is ambiguous 
(UTC-07:00) Mountain Bevan 
Time (US & Canada) (pfe.Ibevan) 
Oct-05-2020 06:20:48 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: Please 
(UTC-07:00) Mountain Bouguermouh potential COVID 
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Time (US & Canada) (pfe.bougus) Illness Visit CRF 
forms should be 
completed with all 
information 
available. NASAL 
SWAB will not be 
collected. Protocol 
deviation will be 
documented. 














Sep-30-2020 10:12:00 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 Deemed not COVID 
related per 


Investigator 




















Lindsey 
Bevan 
(pfe.lbevan) 


Query 1: Answered 





Sep-28-2020 23:59:01 ACVOPFEINFP6000 | Sathenapalli | Query 1: Opened Clin: Per protocol 


(UTC-07:00) Mountain Suguna section 8.1., 
Time (US & Canada) Srujan COVID-19 listed 
(pfe.srujas) symptom 


DIARRHEA, should 
have please 
triggered a potential 
COVID Illness Visit 
irrespective of 
possible etiology. A 
NASAL SWAB will 
not be collected 
(symptom ended 
23Sep2020) 





























Sep-28-2020 15:56:27 ACVOPFEINFP6000 





Salim Query 1: Candidate Clin: Per protocol 





(UTC-07:00) Mountain Bouguermouh section 8.1., 
Time (US & Canada) (pfe.bougus) COVID-19 listed 
symptom 


DIARRHEA, should 
have please 
triggered a potential 
COVID Illness Visit 
irrespective of 
possible etiology. A 
NASAL SWAB will 
not be collected 
(symptom ended 
23Sep2020) 





Sep-24-2020 12:23:34 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan DIARRHEA 
Time (US & Canada) (pfe.Ibevan) 
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a THIS REPEATING FORM HAS BEEN DELETED *** 


4. Start Date Time: 


Date Location User Value | Reason 








Sep-24-2020 12:23:34 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sep/18/2020 UNK:UNK 
Time (US & Canada) (pfe.Ibevan) 


5. Is the adverse event still ongoing? 


Date Location User Value | Reason 








Sep-24-2020 12:23:34 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.lbevan) | End Date Time: 

Sep/23/2020 UNK:UNK 


6. Toxicity Grade: 


Date Location User Value | Reason 








Sep-24-2020 12:23:34 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan 1 
Time (US & Canada) (pfe.Ibevan) 





7. Is the adverse event serious? 


If Yes, NOTIFY PFIZER IMMEDIATELY. 


Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant 
disabilityfincapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may 
require medical/surgical intervention to prevent above outcomes). 


Date Location User Value | Reason 





Sep-24-2020 12:23:34 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


8. Is this adverse event the result of a study Medication Error? 
If Yes, record the type of medication error on the Medication Error Log. 


Date Location User Value | Reason 








Sep-24-2020 12:23:34 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
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a THIS REPEATING FORM HAS BEEN DELETED *** 


9. Is this event related to study treatment: 


Date Location User Value Reason 








Sep-24-2020 12:23:34 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NOT RELATED 
Time (US & Canada) (pfe.lbevan) | If Not Related to study treatment( 


s), this event is due to: 
OTHER 
If Other, specify: 
TRAVELER'S DIARRHEA 


10. Latest Action Taken with Study Treatment: 


Date Location User Value | Reason 








Sep-24-2020 12:23:34 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NOT APPLICABLE 
Time (US & Canada) (pfe.Ibevan) 


11. Was a Concomitant Medication given? 


Date Location User Value | Reason 





Sep-24-2020 12:23:34 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


12. Was a Non-Drug Treatment given? 


Date Location User Value | Reason 





Sep-24-2020 12:23:34 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





13. What was the outcome of this adverse event?: 


Date Location User Value | Reason 





Sep-24-2020 12:23:34 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan RECOVERED/RESOLVED 
Time (US & Canada) (pfe.Ibevan) 
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14, Did the adverse event cause the subject to be discontinued from the study? 


Date Location User Value | Reason 





Sep-24-2020 12:23:34 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
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Back to Form 











1. Category: 

Date Location User | Value Reason 
Dec-02-2020 16:46:06 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT 


Time (US & Canada) 


2. AE ID: 


Date Location User | Value Reason 


Dec-02-2020 16:46:06 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) |3 
Time (US & Canada) 


3. Adverse Event: 
(If possible specify diagnosis, not individual symptoms) 


Date Location User Value Reason 











Dec-09-2020 ACVOPFEINFP6000 Salim Query 2: Clos | Response satisfies 
11:11:55 Bouguermouh | ed query 
(UTC-07:00) (pfe.bougus) 


Mountain Time 
(US & Canada) 





Dec-07-2020 ACVOPFEINFP6000 Lindsey Query 2: Ans_ | See updated SOD 
12:29:02 Bevan wered eCRF. 
(UTC-07:00) (pfe.Ibevan) 


Mountain Time 
(US & Canada) 





Dec-05-2020 ACVOPFEINFP6000 Salim Query 2: Reis | Clin: Please 
16:49:20 Bouguermouh | sued:Opened | consider updating 
(UTC-07:00) (pfe.bougus) the diagnosis to 
Mountain Time CLOSTRIDIUM 
(US & Canada) DIFFICILE instead 
of STREP 
THROAT on the 
COVID-19 CRF 
ILLNESS 
DETAILS form. 


There are no other 
symptoms recorded 
on the SOD form 
of this second 
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potential COVID 
illness visit other 
than DIARRHEA 
Dec-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Clos | Discrepancy has 
21:13:07 Oracle ed been closed. 
(UTC-07:00) (pfe.PFETMS) 


Mountain Time 
(US & Canada) 





Dec-04-2020 ACVOPFEINFP6000 auto query Query 2: Ans_ | Changed 
14:03:43 (autoquery) wered Information 
(UTC-07:00) 


Mountain Time 
(US & Canada) 





Dec-04-2020 ACVOPFEINFP6000 auto query Query 1: Ans_ | Changed 
14:03:43 (autoquery) wered Information 
(UTC-07:00) 


Mountain Time 
(US & Canada) 





Dec-04-2020 ACVOPFEINFP6000 Lindsey Data Entry: | Changed 
14:03:43 Bevan Clostridium D | Information 
(UTC-07:00) (pfe.Ibevan) ifficile Infecti 

Mountain Time on 


(US & Canada) 





Dec-03-2020 ACVOPFEINFP6000 Salim Query 2: Ope | Clin: Per Prot Sect 
17:24:51 Bouguermouh | ned 8.3.7., potential 
(UTC-07:00) (pfe.bougus) COVID-19 relate 
Mountain Time CLOSTRIDIUM 
(US & Canada) DIFFICILE 
(DIARRHEA 
captured on the 
SOD form) does 
not qualify as AE 


and please should 
be documented 
ONLY on the 
ILLNESS 
DETAILS CRF 
form and should 
not be captured on 





the AE CRF form 
Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Ope | Clarify 
19:17:50 Oracle ned CLOSTRIDIUM 
(UTC-07:00) (pfe.PFETMS) DIFFICILE as 
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Mountain Time follows..Organism 

(US & Canada) only term. Are you 
reporting TEST? 
TEST POSITIVE? 
INFECTION? If 
so, edit. Otherwise 
clarify. Thank you. 

Dec-02-2020 ACVOPFEINFP6000 Lindsey Data Entry: | Initial Entry 

16:46:06 Bevan Clostridium D 

(UTC-07:00) (pfe.Ibevan) ifficile 


Mountain Time 
(US & Canada) 


4. Start Date Time: 


Date Location User Value | Reason 








Dec-02-2020 16:46:06 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sep/30/2020 UNK:UNK 
Time (US & Canada) (pfe.Ibevan) 


5. Is the adverse event still ongoing? 


Date | Location User Value Reason 











Mar-03-2021 09:52:53 ACVOPFEINFP6000 | Katherine Query 2: Closed Response satisfies 
(UTC-07:00) Mountain Liau query 

Time (US & Canada) (pfe.liaukf) 

Mar-02-2021 13:20:33 ACVOPFEINFP6000 | auto query Query 2: Answered New Information 
(UTC-07:00) Mountain (autoquery) 


Time (US & Canada) 





Mar-02-2021 13:20:33 ACVOPFEINFP6000 | Lindsey Data Entry: New Information 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) End Date Time: 


Feb/28/2021 UNK:UNK 








Mar-01-2021 09:24:32 ACVOPFEINFP6000_ | Katherine Query 2: Opened GPD CLIN: Please 
(UTC-07:00) Mountain Liau enter stop date as 
Time (US & Canada) (pfe.liaukf) applicable. 
Jan-21-2021 17:41:27 ACVOPFEINFP6000 | Xiaoxia Liu | Query 1: Closed Response satisfies 
(UTC-07:00) Mountain (pfe xiaoxl) query 


Time (US & Canada) 


Jan-20-2021 11:13:44 ACVOPFEINFP6000_ | Emily Query 1: Answered confirmed in source 
(UTC-07:00) Mountain Wilcox and with subject that 
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Time (US & Canada) (pfe.ewilcox) AE is ongoing. 
Jan-11-2021 17:59:58 ACVOPFEINFP6000 | Xiaoxia Liu | Query 1: Opened ClinQuery: 
(UTC-07:00) Mountain (pfe xiaoxl) Clostridium 

Time (US & Canada) Difficile Infection : 


Please confirm if 
AE is still ongoing 





Dec-02-2020 16:46:06 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan YES 
Time (US & Canada) (pfe.Ibevan) 


6. Toxicity Grade: 


Date Location User Value | Reason 





Jan-20-2021 17:04:19 ACVOPFEINFP6000_ | Lindsey Data Entry: New Information 
(UTC-07:00) Mountain Bevan 2 
Time (US & Canada) (pfe.lbevan) 





Dec-02-2020 16:46:06 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan 3 
Time (US & Canada) (pfe.lbevan) 





7. Is the adverse event serious? 
If Yes, NOTIFY PFIZER IMMEDIATELY. 
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant 


disabilityfincapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may 
require medical/surgical intervention to prevent above outcomes). 


Date Location User Value | Reason 





Dec-02-2020 16:46:16 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


8. Is this adverse event the result of a study Medication Error? 
If Yes, record the type of medication error on the Medication Error Log. 


Date Location User Value | Reason 





Dec-02-2020 16:46:06 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





9. Is this event related to study treatment: 
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Date | Location User | Value Reason 
Dec-02-2020 16:46:06 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NOT RELATED 

Time (US & Canada) (pfe.lbevan) | If Not Related to study treatment( 


s), this event is due to: 


OTHER 
If Other, specify: 


Multiple antibiotics 





10. Latest Action Taken with Study Treatment: 


Date Location User Value | Reason 





Dec-02-2020 16:46:06 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NOT APPLICABLE 
Time (US & Canada) (pfe.Ibevan) 


11. Was a Concomitant Medication given? 


Date Location User Value | Reason 


Dec-02-2020 16:46:06 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan YES 
Time (US & Canada) (pfe.Ibevan) 


12. Was a Non-Drug Treatment given? 


Date Location User Value | Reason 








Dec-02-2020 16:46:06 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 





13. What was the outcome of this adverse event?: 


Date | Location | User | Value Reason 





Mar-02-2021 13:20:48 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Mar-02-2021 13:20:48 ACVOPFEINFP6000 | Lindsey Data Entry: New Information 
(UTC-07:00) Mountain Bevan RECOVERED/RESOLVED 
Time (US & Canada) (pfe.Ibevan) 
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
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Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 








Mar-02-2021 13:20:33 
(UTC-07:00) Mountain 
Time (US & Canada) 


Dec-02-2020 16:46:06 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | auto query | Query 1: Opened For AE Clostridium 
(autoquery) Difficile Infection: 
Response to "What 
was the outcome of 
this adverse event?" is 





‘Recovering/Resolving' 
but AE End Date/Time 
is present. 
ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
Bevan RECOVERING/RESOLVING 
(pfe.Ibevan) 





14. Did the adverse event cause the subject to be discontinued from the study? 


Date Location User Value | Reason 


Dec-02-2020 16:46:06 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan NO 
(pfe.Ibevan) 
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Back to Form 








1. Category: 

Date Location User | Value Reason 
Jan- 13-2021 13:01:09 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT 


Time (US & Canada) 


2. AE ID: 


Date Location User | Value Reason 


Jan-13-2021 13:01:09 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 4 
Time (US & Canada) 





3. Adverse Event: 
(If possible specify diagnosis, not individual symptoms) 


Date Location | User | Value Reason 








Jan-13-2021 13:02:36 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox Injection Site Pain 

Time (US & Canada) (pfe.ewilcox) 

Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Post Surgical Pain 

Time (US & Canada) (pfe.ewilcox) 


4. Start Date Time: 


Date Location | User | Value Reason 








Jan- 13-2021 13:02:51 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox Dec/18/2020 19:00 

Time (US & Canada) (pfe.ewilcox) 

Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Dec/28/2020 UNK:UNK 

Time (US & Canada) (pfe.ewilcox) 


5. Is the adverse event still ongoing? 


Date Location | User | Value Reason 








Jan- 13-2021 13:03:16 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox NO 
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
Time (US & Canada) (pfe.ewilcox) | End Date Time: 

Dec/20/2020 UNK:UNK 





Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox YES 
Time (US & Canada) (pfe.ewilcox) 


6. Toxicity Grade: 


Date Location | User | Value Reason 








Jan- 13-2021 13:03:00 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox 1 
Time (US & Canada) (pfe.ewilcox) 





Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox 3 
Time (US & Canada) (pfe.ewilcox) 





7. Is the adverse event serious? 
If Yes, NOTIFY PFIZER IMMEDIATELY. 
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant 


disabilityfincapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may 
require medical/surgical intervention to prevent above outcomes). 


Date | Location | User Value Reason 





Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


8. Is this adverse event the result of a study Medication Error? 
If Yes, record the type of medication error on the Medication Error Log. 


Date | Location | User Value Reason 





Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


9. Is this event related to study treatment: 


Date Location | User | Value Reason 








Jan- 13-2021 13:03:33 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox RELATED 
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Header Text: c4591001 














Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Time (US & Canada) (pfe.ewilcox) 

Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NOT RELATED 

Time (US & Canada) (pfe.ewilcox) | If Not Related to study treatment 


(s), this event is due to: 


OTHER 
If Other, specify: 


Tonsillectomy 





10. Latest Action Taken with Study Treatment: 


Date | Location | User Value Reason 





Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NOT APPLICABLE 
Time (US & Canada) (pfe.ewilcox) 


11. Was a Concomitant Medication given? 


Date Location | User | Value Reason 





Jan- 13-2021 13:03:58 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 





Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox YES 
Time (US & Canada) (pfe.ewilcox) 


12. Was a Non-Drug Treatment given? 


Date | Location | User Value Reason 








Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


13. What was the outcome of this adverse event?: 


Date Location User Value Reason 


Jan- 13-2021 13:03:43 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Jan- 13-2021 13:03:43 ACVOPFEINFP6000_ | Emily Data Entry: Transcription Error 
(UTC-07:00) Mountain Wilcox RECOVERED/RESOLVED 

Time (US & Canada) (pfe.ewilcox) 

Jan- 13-2021 13:03:16 ACVOPFEINFP6000 | auto query Query 1: Opened For AE Injection Site 
(UTC-07:00) Mountain (autoquery) Pain: Response to 
Time (US & Canada) "What was the 


outcome of this 
adverse event?" is 





"Recovering/Resolving' 
but AE End Date/Time 
is present. 

Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 

(UTC-07:00) Mountain Wilcox RECOVERING/RESOLVING 

Time (US & Canada) (pfe.ewilcox) 


| 14, Did the adverse event cause the subject to be discontinued from the study? 


Date | Location | User Value Reason 





Jan- 13-2021 13:01:09 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 


Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 














1. Category: 

Date Location User | Value Reason 
Jan- 13-2021 13:04:52 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT 


Time (US & Canada) 


2. AE ID: 


Date Location User | Value Reason 


Jan-13-2021 13:04:52 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 5 
Time (US & Canada) 


3. Adverse Event: 
(If possible specify diagnosis, not individual symptoms) 


Date | Location | User Value Reason 








Jan- 13-2021 13:04:52 ACVOPFEINFP6000 | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Post Surgical Pain 
Time (US & Canada) (pfe.ewilcox) 


4. Start Date Time: 


Date | Location | User Value Reason 








Jan-13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Dec/28/2020 UNK:UNK 
Time (US & Canada) (pfe.ewilcox) 


5. Is the adverse event still ongoing? 


Date Location User Value Reason 


Feb-18-2021 17:18:39 ACVOPFEINFP6000 | Xiaoxia Liu | Query 1: Closed Response satisfies 
(UTC-07:00) Mountain (pfe xiaoxl) query 
Time (US & Canada) 











Feb-17-2021 11:30:07 ACVOPFEINFP6000 | auto query Query 1: Answered New Information 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Feb-17-2021 11:30:07 ACVOPFEINFP6000_ | Lindsey Data Entry: New Information 
(UTC-07:00) Mountain Bevan NO 
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Time (US & Canada) (pfe.lbevan) End Date Time: 


Jan/12/2021 UNK:UNK 








Feb-04-2021 18:21:07 ACVOPFEINFP6000 | Xiaoxia Liu | Query 1: Opened ClinQuery: Please 

(UTC-07:00) Mountain (pfe xiaoxl) confirm if AE of 

Time (US & Canada) Post Surgical Pain is 
ongoing or provide 
stop date 

Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 

(UTC-07:00) Mountain Wilcox YES 

Time (US & Canada) (pfe.ewilcox) 





6. Toxicity Grade: 


Date | Location | User Value Reason 





Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox 3 
Time (US & Canada) (pfe.ewilcox) 





7. Is the adverse event serious? 


If Yes, NOTIFY PFIZER IMMEDIATELY. 


Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant 
disabilityfincapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may 
require medical/surgical intervention to prevent above outcomes). 


Date | Location | User Value Reason 





Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


8. Is this adverse event the result of a study Medication Error? 
If Yes, record the type of medication error on the Medication Error Log. 


Date | Location | User Value Reason 





Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


9. Is this event related to study treatment: 


Date Location | User | Value Reason 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Jan-21-2021 02:43:57 ACVOPFEINFP6000 | Daria Madar | Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Jacobson query 

Time (US & Canada) (pfe madard) 

Jan-20-2021 11:13:15 ACVOPFEINFP6000_ | Emily Query 1: Answered This was an elective 
(UTC-07:00) Mountain Wilcox surgery. 

Time (US & Canada) (pfe.ewilcox) 

Jan-20-2021 02:10:21 ACVOPFEINFP6000 | Daria Madar | Query 1: Reissued:Opened GPDCLIN: Thank 
(UTC-07:00) Mountain Jacobson you for your 

Time (US & Canada) (pfe madard) response. Please 


clarify if this was an 
elective surgery or 
whether there was 
another 
AE/worsening of 
condition that is not 
yet recorded on AE 








log. 
Jan-19-2021 12:00:28 ACVOPFEINFP6000_ | Emily Query 1: Answered A tonsillectomy was 
(UTC-07:00) Mountain Wilcox preformed on 
Time (US & Canada) (pfe.ewilcox) 12/28/20 to address 
her medical history 
of recurring 
tonsillitis - see med 
history. 
Jan-17-2021 06:06:23 ACVOPFEINFP6000 | Daria Madar | Query 1: Opened GPDCLIN: Please 
(UTC-07:00) Mountain Jacobson clarify the date of 
Time (US & Canada) (pfe madard) tonsillectomy and 


the reason for 
performing the 





surgery. 
Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NOT RELATED 
Time (US & Canada) (pfe.ewilcox) | If Not Related to study treatmen 


t(s), this event is due to: 
OTHER 
If Other, specify: 


Tonsillectomy 





10. Latest Action Taken with Study Treatment: 
Date | Location | User Value Reason 
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NOT APPLICABLE 

Time (US & Canada) (pfe.ewilcox) 


11. Was a Concomitant Medication given? 


Date | Location | User Value Reason 


Jan-13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox YES 
Time (US & Canada) (pfe.ewilcox) 


12. Was a Non-Drug Treatment given? 


Date | Location | User Value Reason 











Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


13. What was the outcome of this adverse event?: 


Date Location User Value Reason 








Feb-17-2021 11:34:00 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 








Feb-17-2021 11:34:00 ACVOPFEINFP6000_ | Lindsey Data Entry: New Information 
(UTC-07:00) Mountain Bevan RECOVERED/RESOLVED 

Time (US & Canada) (pfe.lbevan) 

Feb-17-2021 11:30:07 ACVOPFEINFP6000 | auto query Query 1: Opened For AE Post Surgical 
(UTC-07:00) Mountain (autoquery) Pain: Response to 
Time (US & Canada) "What was the 


outcome of this 


adverse event?" is 





"Recovering/Resolving' 
but AE End Date/Time 
is present. 

Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 

(UTC-07:00) Mountain Wilcox RECOVERING/RESOLVING 

Time (US & Canada) (pfe.ewilcox) 


14, Did the adverse event cause the subject to be discontinued from the study? 


Date | Location | User Value Reason 
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Header Text: c4591001 

Visit: Logs - Unscheduled 

Form Version: 22-Apr-2020 21:02 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Status: Data Complete, Frozen 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 








Jan- 13-2021 13:04:52 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
Wilcox NO 
(pfe.ewilcox) 


(UTC-07:00) Mountain 
Time (US & Canada) 
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 

















1. Category: 

Date | Location User Value Reason 
Mar-03-2021 09:27:32 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ADVERSE EVENT 


Time (US & Canada) 


2. AE ID: 


Date | Location User Value Reason 


Mar-03-2021 09:27:32 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 6 
Time (US & Canada) 


3. Adverse Event: 
(If possible specify diagnosis, not individual symptoms) 


Date Location | User | Value | Reason 











Mar-12-2021 05:15:16 ACVOPFEINFP6000 | Ricell Ann Query 1: Closed Per PSSR 

(UTC-07:00) Mountain Piojo confirmation 

Time (US & Canada) (pfe.quitor) reported under AER 
2021259818 

Mar-11-2021 17:13:53 ACVOPFEINFP6000 | Kathryn Query 2: Opened Clinical - please 

(UTC-07:00) Mountain Sewell submit the 2 page 

Time (US & Canada) (pfe.sewelk02) EDP supplemental 


form (OB history, 
Father info, social 
habits); also prior 
contraception info 
and all medications 
for subject 





Mar- 10-2021 03:07:52 ACVOPFEINFP6000 | Ricell Ann Query 1: Reissued:Candidate Pending SDB update 





(UTC-07:00) Mountain Piojo 

Time (US & Canada) (pfe.quitor) 

Mar-09-2021 09:39:32 ACVOPFEINFP6000 | Emily Wilcox | Query 1: Answered Safety database was 
(UTC-07:00) Mountain (pfe.ewilcox) updated on 3.2.21. 
Time (US & Canada) The EDP will be 


re-transmitted today. 





Mar-08-2021 20:46:46 ACVOPFEINFP6000 | Ricell Ann Query 1: Opened SAE RECON: 
(UTC-07:00) Mountain Piojo Exposure During 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Time (US & Canada) (pfe.quitor) Pregnancy(Onset 
date:08Feb2021) is 


not reported to Safety 
database but recorded 
on AE CRF. Please 
confirm and report to 
Pfizer immediately 





Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Exposure During Pregnancy 
Time (US & Canada) (pfe.Ibevan) 


4. Start Date Time: 


Date | Location User Value Reason 








Mar-11-2021 17:12:53 ACVOPFEINFP6000_ | Kathryn Query 1: Opened Clinical - Start date 
(UTC-07:00) Mountain Sewell is O8Feb21; 
Time (US & Canada) (pfe.sewelk02) however, PG safety 


does not report what 
this date represents 
(1st day of LMP; 
estimated date of 
conception; + urine 
PG test, or other). 
Please submit a PG 
safety update to 
clarify the PG start 
date. 





Mar-03-2021 09:27:32 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Feb/8/2021 UNK:UNK 
Time (US & Canada) (pfe.Ibevan) 


5. Is the adverse event still ongoing? 


Date | Location User | Value | Reason 


Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan YES 
Time (US & Canada) (pfe.Ibevan) 


6. Toxicity Grade: 


Date Location User Value Reason 














Mar-11-2021 11:48:01 ACVOPFEINFP6000_ | Kathryn Query 1: Closed CLINICAL As per 
(UTC-07:00) Mountain Sewell CRF Completion 
Time (US & Canada) (pfe.sewelk02) Guidelines 8.50.2.5, 
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Header Text: c4591001 

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 











the toxicity grade 
for “Exposure 
During Pregnancy” 
is reported as Not 





Applicable 
Mar-10-2021 02:38:05 ACVOPFEINFP6000_ | Malerato Query 1: Reissued:Opened DM: Please enter 
(UTC-07:00) Mountain Moloi the worst toxicity 
Time (US & Canada) (pfe.moloim) grade as it relates to 
the reported 


symptoms in the 
SOD CRF. Please 
review and update 
as appropriate 








Mar-09-2021 11:21:27 ACVOPFEINFP6000_ | Lindsey Query 1: Answered Toxicity grade 
(UTC-07:00) Mountain Bevan correct per ecrf 
Time (US & Canada) (pfe.Ibevan) guidelines 8.21.2.5 
Mar-05-2021 07:49:05 ACVOPFEINFP6000_ | Cavin van Query 1: Reissued:Opened Please enter the 
(UTC-07:00) Mountain Schalkwyk worst toxicity grade 
Time (US & Canada) (pfe.vanscc01) as it relates to the 


reported symptoms 
in the SOD CRF. 
Please review and 











update as 
appropriate 
Mar-04-2021 13:13:02 ACVOPFEINFP6000 | Lindsey Query 1: Answered Changed data per 
(UTC-07:00) Mountain Bevan query 
Time (US & Canada) (pfe.Ibevan) 
Mar-04-2021 13:12:47 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Not Applicable 
Time (US & Canada) (pfe.Ibevan) 
Mar-03-2021 22:14:04 ACVOPFEINFP6000_ | Rajashekhar Query 1: Opened DM: The response 
(UTC-07:00) Mountain Reddy for "Toxicity Grade" 
Time (US & Canada) (pfe.reddyr51) is missing. Kindly 


review and update. 





7. Is the adverse event serious? 


If Yes, NOTIFY PFIZER IMMEDIATELY. 


Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant 
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may 
require medical/surgical intervention to prevent above outcomes). 
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Date | Location User | Value | Reason 
Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 

Time (US & Canada) (pfe.Ibevan) 


8. Is this adverse event the result of a study Medication Error? 
If Yes, record the type of medication error on the Medication Error Log. 


Date | Location User | Value | Reason 





Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


9. Is this event related to study treatment: 


Date | Location User Value Reason 








Mar-03-2021 09:27:32 ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NOT RELATED 
Time (US & Canada) (pfe.lbevan) | If Not Related to study treatment( 


s), this event is due to: 
OTHER 
If Other, specify: 
Stopped birth control 


10. Latest Action Taken with Study Treatment: 


Date | Location User | Value | Reason 








Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NOT APPLICABLE 
Time (US & Canada) (pfe.Ibevan) 


11. Was a Concomitant Medication given? 


Date | Location User | Value | Reason 


Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 


12. Was a Non-Drug Treatment given? 


Date | Location User | Value | Reason 
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 

Time (US & Canada) (pfe.Ibevan) 


13. What was the outcome of this adverse event?: 


Date | Location User Value Reason 





Mar-03-2021 21:42:32 ACVOPFEINFP6000 | Amol Shinde | Query 1: Closed Response satisfies 
(UTC-07:00) Mountain (pfe.shinda18) query 
Time (US & Canada) 








Mar-03-2021 09:28:06 ACVOPFEINFP6000_ | Lindsey Query 1: Answered Correct per eCRF 
(UTC-07:00) Mountain Bevan guidelines 

Time (US & Canada) (pfe.Ibevan) 

Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | auto query Query 1: Opened For AE Exposure 
(UTC-07:00) Mountain (autoquery) During Pregnancy: 
Time (US & Canada) Response to "What 


was the outcome of 
this adverse event?" 
is 'Unknown' but 
End Date/Time is 
provided or "Is the 
adverse event still 
ongoing?" is 
marked "Yes". 





Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan UNKNOWN 
Time (US & Canada) (pfe.Ibevan) 





14. Did the adverse event cause the subject to be discontinued from the study? 


Date | Location User | Value | Reason 





Mar-03-2021 09:27:32 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan NO 
Time (US & Canada) (pfe.Ibevan) 
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Header Text: c4591001 
Visit: Logs - Unscheduled 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





Back to Form 


Form: CONCOMITANT MEDICATIONS - NON STUDY 
VACCINATIONS - Audit Trail 


Form Version: 22-Apr-2020 21:03 Form Status: 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 


*e* THIS REPEATING FORM HAS BEEN DELETED *** 





Date Location User Value | Reason 


Sep- 18-2020 11:05:38 
(UTC-07:00) Mountain 
Time (US & Canada) 


Sep- 16-2020 07:50:39 
(UTC-07:00) Mountain 
Time (US & Canada) 







*** Confidential *** 











ACVOPFEINFP6000 | Lindsey Form Deleted Transcription 


Bevan Error 
(pfe.Ibevan) 











ACVOPFEINFP6000 | Heather Form Created 


Littell 
(pfe hlittell) 
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VACCINATIONS - eCRF Audit Trail History 
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#* THIS REPEATING FORM HAS BEEN DELETED *** 


Back to Form 











1. What is the medication identifier? 


Date Location User | Value Reason 


Sep- 16-2020 07:50:39 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 1 
Time (US & Canada) 








2. Category: 

Date Location User | Value Reason 
Sep- 16-2020 07:50:39 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | VACCINATIONS 


Time (US & Canada) 


3. Concomitant Medications Pre-specified: 


Date Location User | Value Reason 





Sep- 16-2020 07:50:39 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NO 
Time (US & Canada) 





4. Medication: 


Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter 
the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use, 
formulation). 


Date | Location | User | Value Reason 








Sep-20-2020 13:54:48 ACVOPFEINFP6000_ | Daria Madar | Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Jacobson query 

Time (US & Canada) (pfe madard) 

Sep- 18-2020 11:05:38 ACVOPFEINFP6000_ | auto query Query 1: Answered Transcription Error 
(UTC-07:00) Mountain (autoquery) 


Time (US & Canada) 





Sep-17-2020 10:01:18 ACVOPFEINFP6000 | Daria Madar | Query 1: Opened GPDCLIN: 
(UTC-07:00) Mountain Jacobson Penicillin is not 
Time (US & Canada) (pfe madard) considered a vaccine 
and is nota 
prohibited 
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY 
VACCINATIONS - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Deleted, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


a THIS REPEATING FORM HAS BEEN DELETED *** 





medication either 
therefore, it should 
not be recorded in 
the CRE Please 
remove the all data 
fields and delete the 
log line. Else, please 
clarify. 








Sep- 16-2020 07:50:39 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell penicillin/ 500 mg/BID/PO 
Time (US & Canada) (pfe hlittell) 
5. Date: 
Date Location | User | Value Reason 
Sep- 16-2020 07:50:39 ACVOPFEINFP6000_ | Heather Data Entry: Initial Entry 
(UTC-07:00) Mountain Littell Sep/9/2020 
Time (US & Canada) (pfe hlittell) 
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Header Text: c4591001 

Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History 
Unscheduled 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 





1. Date of Visit 


Date | Location | User Value Reason 














Feb-26-2021 07:55:29 ACVOPFEINFP6000_ | Bradley Data Entry: Transcription Error 
(UTC-07:00) Mountain Young Dec/15/2020 

Time (US & Canada) (pfe.byoung) 

Dec-30-2020 10:06:13 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan Dec/16/2020 

Time (US & Canada) (pfe.Ibevan) 

Dec-17-2020 14:09:07 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Dec/15/2020 

Time (US & Canada) (pfe.Ibevan) 
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Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail 
Unscheduled History 

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 




















1. Select appropriate response - Is participant willing to return for Vaccination 3? 
Date | Location | User Value | Reason 


Dec-30-2020 10:06:23 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Dec-17-2020 23:26:42 ACVOPFEINFP6000 | Bhumika Query 1: Opened The response 


(UTC-07:00) Mountain Prabhu indicates participant 

Time (US & Canada) (pfe.prabhb) was unblinded, 
however the 
TREATMENT 
UNBLINDED date 


is missing in the 
DISP visit. Please 
complete this date. 




















Dec-17-2020 14:09:18 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 | auto query 


(autoquery) 


Query 1: Candidate The response 
indicates participant 
was unblinded, 
however the 
TREATMENT 
UNBLINDED date 
is missing in the 
DISP visit. Please 
complete this date. 














Dec-17-2020 14:09:18 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Participant is willing to return for 
Time (US & Canada) (pfe.Ibevan) | Vaccination 3 


Participant is: 


eligible per local/national reco 
mmendations and confirmed to 
have received only placebo at 
Vaccination 1/2 
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Header Text: c4591001 
Visit: V101_VAX3 


Form: DATE OF VISIT - eCRF Audit Trail History 


Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1. Date of Visit 


Date | Location | User Value Reason 


Dec-18-2020 16:50:11 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
Wilcox Dec/18/2020 


(pfe.ewilcox) 
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Back to Form 


I. Consent Was: 


Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF 
Audit Trail History 


Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Date | Location | User Value Reason 





Dec-18-2020 16:50:20 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
Wilcox OBTAINED 


(pfe.ewilcox) | Date Written Consent Obtained 


Dec/18/2020 
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION - 
eCRF Audit Trail History 

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Date of Completion/Discontinuation/Death : 


Date | Location | User Value Reason 








Dec-18-2020 16:50:46 ACVOPFEINFP6000 | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Dec/18/2020 
Time (US & Canada) (pfe.ewilcox) 


2. Phase of Disposition: 


Date Location User | Value Reason 





Dec-18-2020 16:50:46 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | REPEAT SCREENING 1 


Time (US & Canada) 








3. Status: 
Date | Location | User Value Reason 
Dec-18-2020 16:50:46 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox COMPLETED 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 





1. Lab Panel: 

Date Location User | Value Reason 
Dec-18-2020 16:50:56 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | URINALYSIS 


Time (US & Canada) 


2. Lab Sub-Panel: 


Date Location User | Value Reason 





Dec-18-2020 16:50:56 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | PREGNANCY 


Time (US & Canada) 


3. Collection Date: 


Date | Location | User Value Reason 





Dec-18-2020 16:50:56 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Dec/18/2020 
Time (US & Canada) (pfe.ewilcox) 


4. Laboratory Name and Address (Derived) 


Date Location User | Value Reason 





Dec-18-2020 16:50:56 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | STUDY SITE 


Time (US & Canada) 


5. Specimen Type: 


Date Location User | Value Reason 
Dec-18-2020 16:50:56 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | URINE 

Time (US & Canada) 


6.a 
Date Location User | Value Reason 








Dec-18-2020 16:50:56 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Sponsor-Defin 113 
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Header Text: c4591001 
Visit: V101_VAX3 


Form Version: 10-Dec-2020 02:23 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Time (US & Canada) 


6.a Sponsor ID: 


Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


ed Identifier: 

Test:: Choriogonadotrop 
in Beta_PX113 

Result:: NEGATIVE 

Not Done:: 


Date Location User | Value Reason 


Dec-18-2020 16:50:56 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 113 
Time (US & Canada) 


6.a Test: 








Date | Location | User Value Reason 


Dec-18-2020 16:50:56 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





Wilcox Choriogonadotropin Beta_PX113 
(pfe.ewilcox) 





6.a Result: 


Date | Location | User Value Reason 


Dec-18-2020 16:50:56 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





Wilcox NEGATIVE 
(pfe.ewilcox) 
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 


1. Data Origin 


Date Location User | Value Reason 





Dec- 18-2020 16:51:37 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 





Dec-18-2020 16:51:37 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SERUM 


Time (US & Canada) 





3. Sample Collected? 


Date Location User Value Reason 





Mar-09-2021 11:58:27 ACVOPFEINFP6000 | auto query Query 5: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Mar-09-2021 11:58:27 ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 








Mar-09-2021 11:58:27 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan YES 
Time (US & Canada) (pfe.lbevan) Date of Collection: 

Dec/18/2020 
Mar-09-2021 11:58:00 ACVOPFEINFP6000 | auto query Query 5: Opened ‘Sample Collected?’ 
(UTC-07:00) Mountain (autoquery) is marked as No and 
Time (US & Canada) ‘Tf no sample was 


collected or sample 
was not collected 
according to 
protocol, please 
provide reason’ is 
missing. Please 
review and update as 
appropriate. 
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eCRF Audit Trail History 
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 






















Mar-09-2021 11:57:28 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 Response to 
"Sample Collected?" 
is No, but Barcodes 
are present on the 


page. 


auto query Query 4: Opened 
(autoquery) 


Jan-21-2021 09:58:47 ACVOPFEINFP6000 | auto query Query 3: Closed 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Jan-21-2021 09:57:31 ACVOPFEINFP6000 | auto query Query 3: Opened 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Jan-21-2021 09:57:31 ACVOPFEINFP6000 
(UTC-07:00) Mountain 
Time (US & Canada) 





Close Auto Query 





‘Sample Collected?’ 
is marked as No and 
‘If no sample was 
collected or sample 
was not collected 
according to 
protocol, please 
provide reason’ is 
missing. Please 
review and update as 
appropriate. 



















auto query Query 2: Deleted 
(autoquery) 


Close Auto Query 





Jan-21-2021 09:57:31 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 
(UTC-07:00) Mountain Bevan NO Information 
Time (US & Canada) (pfe.lbevan) 






















Jan-21-2021 09:57:22 
(UTC-07:00) Mountain 
Time (US & Canada) 






ACVOPFEINFP6000 | auto query 


(autoquery) 


Query 2: Candidate ‘Sample Collected?’ 
is Yes, however no 
barcodes are entered. 
Please review and 
correct as 


appropriate. 








Jan-19-2021 11:56:46 ACVOPFEINFP6000 | auto query Query 1: Closed 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 


Close Auto Query 























Jan-19-2021 11:56:46 ACVOPFEINFP6000_ | Emily Data Entry: Changed 
(UTC-07:00) Mountain Wilcox YES Information 


Time (US & Canada) (pfe.ewilcox) | Date of Collection: 





Dec/18/2020 
Jan-19-2021 11:47:58 ACVOPFEINFP6000 | auto query Query 1: Opened Response to 
(UTC-07:00) Mountain (autoquery) "Sample Collected?" 
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Time (US & Canada) is No, but Barcodes 


are present on the 
page. 





Dec-18-2020 16:51:37 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


4. If no sample was collected or sample was not collected according to protocol, please provide reason: 


Date Location User Value Reason 














Mar-09-2021 11:58:00 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan 

Time (US & Canada) (pfe.Ibevan) 

Jan-21-2021 09:58:47 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample is collected under COVI 

Time (US & Canada) (pfe.Ibevan) D_Cl 

Jan-20-2021 12:14:49 ACVOPFEINFP6000 | Christopher Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Lewis query 

Time (US & Canada) (pfe.lewisc45) 

Jan-19-2021 11:57:08 ACVOPFEINFP6000 | auto query Query 1: Answered Changed 
(UTC-07:00) Mountain (autoquery) Information 


Time (US & Canada) 





Jan-19-2021 11:57:08 ACVOPFEINFP6000 | Emily Wilcox | Data Entry: Changed 
(UTC-07:00) Mountain (pfe.ewilcox) Information 
Time (US & Canada) 





Jan-15-2021 16:11:31 ACVOPFEINFP6000_ | Christopher Query 1: Opened Please provide the 

(UTC-07:00) Mountain Lewis samples here as 

Time (US & Canada) (pfe.lewisc45) Convalescent Visit 
COVID C is not an 
appropriate visit as 
subject only had 2 
COVID Illness 
cases. Please also 
modify SCF and 
resend to sample 
management at 





Pfizer. 
Dec-18-2020 16:51:37 ACVOPFEINFP6000 | Emily Wilcox | Data Entry: Initial Entry 
(UTC-07:00) Mountain (pfe.ewilcox) | collected under Convalescent Vis 
Time (US & Canada) it COVID_C. 
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S.a 
Date Location User | Value Reason 




















Mar-09-2021 11:57:28 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan Sample ID: BCSY34 

Time (US & Canada) (pfe.Ibevan) 

Jan-21-2021 09:57:05 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 
(UTC-07:00) Mountain Bevan Sample ID: BCS¥34 Information 

Time (US & Canada) (pfe.lbevan) (DELETED) 
Jan-19-2021 11:47:58 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Sample ID: BCSY34 

Time (US & Canada) (pfe.ewilcox) 

5.a Sample ID 

Date Location User | Value Reason 
Mar-09-2021 11:57:28 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan BCSY34 

Time (US & Canada) (pfe.Ibevan) 

Jan-21-2021 09:57:05 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 
(UTC-07:00) Mountain Bevan BESY34 Information 

Time (US & Canada) (pfe.Ibevan) (DELETED) 
Jan-19-2021 11:47:58 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox BCSY34 

Time (US & Canada) (pfe.ewilcox) 


5.b 
Date Location User | Value Reason 











Mar-09-2021 11:57:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan Sample ID: BS8WJB 
Time (US & Canada) (pfe.lbevan) 
Jan-21-2021 09:57:14 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 
(UTC-07:00) Mountain Bevan Sample ID: BSSWIB Information 
Time (US & Canada) (pfe.lbevan) (DELETED) 
Jan-19-2021 11:48:38 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Sample ID: BS8WJB 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 






































Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - 
eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 
Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 
5.b Sample ID 
Date Location User | Value Reason 
Mar-09-2021 11:57:41 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan BS8WJB 
Time (US & Canada) (pfe.lbevan) 
Jan-21-2021 09:57:14 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 
(UTC-07:00) Mountain Bevan BSSVw3B. Information 
Time (US & Canada) (pfe.lbevan) (DELETED) 
Jan-19-2021 11:48:38 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox BS8WJB 
Time (US & Canada) (pfe.ewilcox) 
5.c 
Date Location User | Value Reason 
Mar-09-2021 11:57:50 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan Sample ID: BJT7MKK 
Time (US & Canada) (pfe.Ibevan) 
Jan-21-2021 09:57:22 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 
(UTC-07:00) Mountain Bevan Sample ID: BE-MKK Information 
Time (US & Canada) (pfe.Ibevan) (DELETED) 
Jan-19-2021 11:49:25 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Sample ID: BJ7MKK 
Time (US & Canada) (pfe.ewilcox) 
5.c Sample ID 
Date Location User | Value Reason 
Mar-09-2021 11:57:50 ACVOPFEINFP6000_ | Lindsey Data Entry: Transcription Error 
(UTC-07:00) Mountain Bevan BJ7MKK 
Time (US & Canada) (pfe.Ibevan) 
Jan-21-2021 09:57:22 ACVOPFEINFP6000_ | Lindsey Data Entry: Changed 
(UTC-07:00) Mountain Bevan BEHMKK Information 
Time (US & Canada) (pfe.lbevan) (DELETED) 
Jan-19-2021 11:49:25 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox BJ7MKK 
Time (US & Canada) (pfe.ewilcox) 
Page 489 of 507 
*** Confidential*** 


FDA-CBER-2021-5683-0045628 





090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Data Origin 


Date Location User | Value Reason 





Dec- 18-2020 16:51:50 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SITE 


Time (US & Canada) 


2. Sample Type 


Date Location User | Value Reason 





Dec-18-2020 16:51:50 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | NASAL_SWAB 


Time (US & Canada) 





3. Sample Collected? 


Date Location User Value Reason 


Dec-23-2020 22:44:41 ACVOPFEINFP6000_ | Usha Ogirala | Query 1: Closed Response satisfies 
(UTC-07:00) Mountain (pfe.ogirau) query 
Time (US & Canada) 








Dec-23-2020 16:06:36 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query 
(UTC-07:00) Mountain (autoquery) 
Time (US & Canada) 





Dec-23-2020 01:35:28 ACVOPFEINFP6000 | Malerato Query 1: Reissued:Opened DM 1: Since the 
(UTC-07:00) Mountain Moloi sample was 
Time (US & Canada) (pfe moloim) collected ,please 


provide the 
Barcodes on item 








#5. 
Dec-22-2020 10:05:23 ACVOPFEINFP6000 | Lindsey Query 1: Answered Changed data per 
(UTC-07:00) Mountain Bevan query 
Time (US & Canada) (pfe.lbevan) 
Dec-21-2020 05:58:06 ACVOPFEINFP6000 | Roshni Nair | Query 1: Opened ‘Sample Collected?’ 
(UTC-07:00) Mountain (pfe nairr29) is Yes, however no 
Time (US & Canada) barcodes are 


entered. Please 
review and correct 
as appropriate. 
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Header Text: c4591001 

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Dec-18-2020 16:51:50 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?’ 

(UTC-07:00) Mountain (autoquery) is Yes, however no 

Time (US & Canada) barcodes are 


entered. Please 
review and correct 
as appropriate. 





Dec-18-2020 16:51:50 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox YES 
Time (US & Canada) (pfe.ewilcox) | Date of Collection: 

Dec/18/2020 


4. If no sample was collected or sample was not collected according to protocol, please provide reason: 


Date Location User Value | Reason 




















Dec-22-2020 10:05:14 ACVOPFEINFP6000_ | Lindsey Data Entry: Initial Entry 
(UTC-07:00) Mountain Bevan Sample collected under COVID_C 

Time (US & Canada) (pfe.lbevan) | 1 

S.a 

Date Location User Value | Reason 
Dec-23-2020 16:06:36 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Sample ID: BRLOP9 

Time (US & Canada) (pfe.byoung) 

5.a Sample ID 

Date Location User Value | Reason 
Dec-23-2020 16:06:36 ACVOPFEINFP6000_ | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young BRLOP9 

Time (US & Canada) (pfe.byoung) 
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Header Text: c4591001 


Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History 

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Was there a temporary delay of vaccination? 


Date | Location | User Value Reason 





Dec-18-2020 16:52:10 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


2. Treatment Name 


Date Location User | Value Reason 





Dec-18-2020 16:52:10 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | BNT162b2 


Time (US & Canada) 


3. Formulation: 


Date Location User | Value Reason 





Dec-18-2020 16:52:10 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | INJECTION 


Time (US & Canada) 


4. Dose Date Time: 


Date | Location | User Value Reason 








Dec-18-2020 16:52:10 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Dec/18/2020 16:24 
Time (US & Canada) (pfe.ewilcox) 


| 5. Anatomical Location: 


Date Location User | Value Reason 





Dec-18-2020 16:52:10 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE 


Time (US & Canada) 








6. Body Side: 
Date | Location | User Value Reason 
Dec-18-2020 16:52:10 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox LEFT 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 








Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History 

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

7. Route: 

Date Location User | Value Reason 
Dec-18-2020 16:52:10 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | INTRAMUSCULAR 


Time (US & Canada) 


8. Actual Dose: 


Date Location User | Value Reason 


Dec-18-2020 16:52:10 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 30.0 
Time (US & Canada) 


9. Unit: 


Date Location User | Value Reason 


Dec-18-2020 16:52:10 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ug 
Time (US & Canada) 


10. Timeframe Subject Was Observed 


Date Location User | Value Reason 











Dec-18-2020 16:52:10 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 30 MINUTES 


Time (US & Canada) 


11. Was the subject observed for at least the protocol specified observation period after investigational product 
administration? 


| Date | Location | User | Value | Reason 


Dec-18-2020 16:52:10 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox YES 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 


Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1. Date Treatment Unblinded : 


Date Location User Value | Reason 


Dec-30-2020 10:06:23 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan Dec/16/2020 
(pfe.Ibevan) 


2. Primary Reason for Unblinding: 





Date Location User Value | Reason 


Dec-30-2020 10:06:23 
(UTC-07:00) Mountain 
Time (US & Canada) 





ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan ASSESS ELIGIBILITY FOR ADD 


(pfe.lbevan) | ITIONAL VACCINATION 
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Header Text: c4591001 
Visit: V102_VAX4 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Form: DATE OF VISIT - eCRF Audit Trail History 


Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1. Date of Visit 


Date | Location | User Value Reason 





Jan-13-2021 12:59:30 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
Wilcox Jan/8/2021 


(pfe.ewilcox) 
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 

Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Lab Panel: 

Date Location User | Value Reason 
Jan-13-2021 12:59:40 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | URINALYSIS 


Time (US & Canada) 


2. Lab Sub-Panel: 


Date Location User | Value Reason 





Jan-13-2021 12:59:40 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | PREGNANCY 


Time (US & Canada) 


3. Collection Date: 


Date | Location | User Value Reason 








Jan- 13-2021 12:59:40 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Jan/8/2021 
Time (US & Canada) (pfe.ewilcox) 


4. Laboratory Name and Address (Derived) 


Date Location User | Value Reason 





Jan- 13-2021 12:59:40 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | STUDY SITE 


Time (US & Canada) 


5. Specimen Type: 


Date Location User | Value Reason 
Jan- 13-2021 12:59:40 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | URINE 

Time (US & Canada) 


6.a 
Date Location User | Value Reason 








Jan-13-2021 12:59:40 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Sponsor-Defin 113 
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Header Text: c4591001 
Visit: V102_VAX4 


Form Version: 10-Dec-2020 02:23 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Time (US & Canada) 


6.a Sponsor ID: 


Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail 
History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


ed Identifier: 

Test:: Choriogonadotrop 
in Beta_PX113 

Result:: NEGATIVE 

Not Done:: 


Date Location User | Value Reason 





Jan-13-2021 12:59:40 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 113 
Time (US & Canada) 


6.a Test: 





Date | Location | User Value Reason 





Jan- 13-2021 12:59:40 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


Wilcox Choriogonadotropin Beta_PX113 
(pfe.ewilcox) 





6.a Result: 


Date | Location | User Value Reason 





Jan- 13-2021 12:59:40 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


Wilcox NEGATIVE 
(pfe.ewilcox) 
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Header Text: c4591001 
Visit: V102_VAX4 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 


1. Data Origin 


Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location User | Value Reason 


Jan- 13-2021 12:59:50 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


2. Sample Type 





(autocalc) | SITE 


Date Location User | Value Reason 


Jan-13-2021 12:59:50 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 





(autocalc) | NASAL_SWAB 





3. Sample Collected? 


Date | Location User Value Reason 








Jan-20-2021 10:48:30 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query 
(UTC-07:00) Mountain 
Time (US & Canada) 





(autoquery) 





Jan-14-2021 21:18:35 ACVOPFEINFP6000 | Madhan Babu | Query 1: Opened ‘Sample Collected?’ 


(UTC-07:00) Mountain 
Time (US & Canada) 


(pfe.babum05) is Yes, however no 
barcodes are 
entered. Please 
review and correct 
as appropriate. 





Jan- 13-2021 12:59:50 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?’ 
(UTC-07:00) Mountain 
Time (US & Canada) 


(autoquery) is Yes, however no 
barcodes are 
entered. Please 
review and correct 
as appropriate. 





Jan- 13-2021 12:59:50 ACVOPFEINFP6000 | Emily Wilcox | Data Entry: Initial Entry 


(UTC-07:00) Mountain 
Time (US & Canada) 


5.a 


(pfe.ewilcox) | YES 
Date of Collection: 


Jan/8/2021 
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Header Text: c4591001 
Visit: V102_VAX4 


Form Version: 22-Apr-2020 21:03 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 





Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF 
Audit Trail History 


Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 


Date Location User Value | Reason 





Jan-20-2021 10:48:30 
(UTC-07:00) Mountain 
Time (US & Canada) 


5.a Sample ID 


ACVOPFEINFP6000_ | Bradley 


Data Entry: Initial Entry 
Young Sample ID: BRBCDS 


(pfe.byoung) 


Date Location User Value | Reason 





Jan-20-2021 10:48:30 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Bradley 


Data Entry: Initial Entry 
Young BRBCDS 
(pfe.byoung) 
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Header Text: c4591001 


Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History 

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Was there a temporary delay of vaccination? 


Date | Location | User Value Reason 





Jan- 13-2021 13:00:15 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox NO 
Time (US & Canada) (pfe.ewilcox) 


2. Treatment Name 


Date Location User | Value Reason 





Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | BNT162b2 


Time (US & Canada) 


3. Formulation: 


Date Location User | Value Reason 





Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | INJECTION 


Time (US & Canada) 


4. Dose Date Time: 


Date | Location | User Value Reason 








Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox Jan/8/2021 13:46 
Time (US & Canada) (pfe.ewilcox) 


| 5. Anatomical Location: 


Date Location User | Value Reason 





Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | DELTOID MUSCLE 


Time (US & Canada) 








6. Body Side: 
Date | Location | User Value Reason 
Jan- 13-2021 13:00:15 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox LEFT 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 








Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History 

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

7. Route: 

Date Location User | Value Reason 
Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | INTRAMUSCULAR 


Time (US & Canada) 


8. Actual Dose: 


Date Location User | Value Reason 


Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 30.0 
Time (US & Canada) 


9. Unit: 


Date Location User | Value Reason 


Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ug 
Time (US & Canada) 


10. Timeframe Subject Was Observed 


Date Location User | Value Reason 











Jan- 13-2021 13:00:15 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | 30 MINUTES 


Time (US & Canada) 


11. Was the subject observed for at least the protocol specified observation period after investigational product 
administration? 


| Date | Location | User | Value | Reason 


Jan- 13-2021 13:00:15 ACVOPFEINFP6000_ | Emily Data Entry: Initial Entry 
(UTC-07:00) Mountain Wilcox YES 
Time (US & Canada) (pfe.ewilcox) 
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Header Text: c4591001 


Visit: V103_ MONTHI Form: DATE OF VISIT - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 


1. Date of Visit 
Date Location | User Value Reason 



























Feb-10-2021 11:43:11 ACVOPFEINFP6000_ | Gbenga Query 1: Closed Response satisfies 
(UTC-07:00) Mountain Akinkunmi query 
Time (US & Canada) (pfe.akinkg) 















Feb-10-2021 09:29:27 
(UTC-07:00) Mountain 
Time (US & Canada) 


ACVOPFEINFP6000 Query 1: Answered Changed data per 


query 


Lindsey 
Bevan 
(pfe.lbevan) 












DM: Patient 
completed 
Vaccination 3 visit 
through the 1-month 
post vaccination 
visit after the 


Feb-10-2021 04:53:23 ACVOPFEINFP6000 | Amol Shinde | Query 1: Opened 
(UTC-07:00) Mountain (pfe.shinda1 8) 
Time (US & Canada) 







Vaccination 4. 
Please complete 
treatment 
disposition CRF and 
update date of 
EOT2 to match date 
of visit at visit 103. 















Feb-09-2021 11:08:16 ACVOPFEINFP6000 | Bradley Data Entry: Initial Entry 
(UTC-07:00) Mountain Young Feb/8/2021 
Time (US & Canada) (pfe.byoung) 
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FDA-CBER-2021-5683-0045641 


090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 

Visit: V103_ MONTHI1 

Form Version: 22-Apr-2020 21:04 
Site No: 1006 

Subject No: 10061040 

Generated By: pfe.levissc 


Back to Form 





Form: CONTACT OUTCOME - eCRF Audit Trail History 
Form Status: Data Complete, Frozen, Verified 

Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 

Generated Time (GMT): 29-Mar-2021 04:04 





1. Contact Type: 


Date Location User | Value Reason 





Feb-09-2021 11:08:25 
(UTC-07:00) Mountain 
Time (US & Canada) 


2. Was contact made? 


ACVOPFEINFP6000 | auto calc | Data Entry: 


Initial Entry 
(autocalc) }| TELEPHONE VISIT 


Date Location User Value | Reason 





Feb-09-2021 11:08:25 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000 | Bradley 


Data Entry: Initial Entry 
Young YES 
(pfe.byoung) | Date of Contact: 


Feb/8/2021 
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090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 








Header Text: c4591001 

Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT - eCRF Audit Trail History 
Unscheduled 

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 

Back to Form 





1. Date of Completion/Discontinuation/Death : 


Date | Location User Value Reason 

















Feb-10-2021 | ACVOPFEINFP6000 Cavin van Query 1 | Response satisfies 

23:59:48 Schalkwyk : Close | query 

(UTC-07:00) (pfe.vanscc01) d 

Mountain 

Time (US & 

Canada) 

Feb-10-2021 | ACVOPFEINFP6000 Emily Wilcox Query 1 | EOT2 is associated 

17:08:41 (pfe.ewilcox) : Answ_ | with visit 103 , date 

(UTC-07:00) ered entered is correct. 

Mountain 

Time (US & 

Canada) 

Feb-10-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1 | DMW7223756;Status 

15:00:02 (pfe,:DMW_QUERY) |: Opene | on the Disposition - 

(UTC-07:00) d Treatment form is 

Mountain COMPLETED, but 

Time (US & Date is different than 

Canada) Visit 3 Date. Please 
review and update as 
appropriate. 

Feb-10-2021 | ACVOPFEINFP6000 Lindsey Bevan Data E_ | Initial Entry 

09:28:35 (pfe.lbevan) ntry: 

(UTC-07:00) Feb/8/2 

Mountain 021 

Time (US & 

Canada) 


2. Phase of Disposition: 


Date Location User | Value Reason 








Feb-10-2021 09:28:35 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | OPEN LABEL TREATMENT 

Time (US & Canada) 

3. Status: 

Date Location User Value | Reason 
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090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 


Header Text: c4591001 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 





Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT - eCRF Audit Trail History 
Unscheduled 
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





Feb-10-2021 09:28:35 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential*** 


ACVOPFEINFP6000 | Lindsey Data Entry: Initial Entry 
Bevan COMPLETED 
(pfe.Ibevan) 
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090177e196ae3d23\Final\Final On: 01-Apr-2021 04:27 (GMT) 





Header Text: c4591001 


Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History 

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified 

Site No: 1006 Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject No: 10061040 Subject Initials: --- 

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:04 


Back to Form 





1. Subject Status 


Date Location | User Value Reason 











Oct-02-2020 17:47:57 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | FOLLOW-UP 

Time (US & Canada) 

Aug-15-2020 09:53:17 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | ENROLLED/RANDOMIZED 

Time (US & Canada) 

Aug-15-2020 09:42:42 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | SCREENED 


Time (US & Canada) 


2. Subject Status Date 


Date Location | User Value Reason 











Oct-02-2020 17:47:57 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Oct/2/2020 

Time (US & Canada) 

Aug- 15-2020 09:53:17 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Aug/14/2020 

Time (US & Canada) 

Aug-15-2020 09:42:42 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry 
(UTC-07:00) Mountain (autocalc) | Aug/14/2020 


Time (US & Canada) 
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Header Text: c4591001 


Site No: 1006 
Subject No: 10061040 
Generated By: pfe.levissc 


Back to Form 





Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History 
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified 


Site Name: (1006) J. Lewis Research, Inc. Foothill Family Clinic 
Subject Initials: --- 
Generated Time (GMT): 29-Mar-2021 04:04 





1. Casebook Signature 


Date Location | User Value | Reason 





Oct-16-2020 09:29:48 
(UTC-07:00) Mountain 
Time (US & Canada) 


*** Confidential *** 


ACVOPFEINFP6000_ | Colby Data Entry: Initial Entry 
Bostock Click Here to Enable 
(pfe.cbostock) 
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